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by a prior art search firm, listing the field of search by class and subclass, publication, Chemical 
Abstracts, foreign patents, etc. The field of Search included: 



FIELD OF SEARCH 



CLASS 


SUBCLASS 


422 


62 


700 


90, 108, 109, 1 1 1, 266, 276, 277, 299, 300 



Attached is a copy of each reference found in the search (Reference Nos. 1-15), and a copy of 
U.S. Patent No. 5,838,906, cited in the application (Reference No. 16), and a copy Reference Nos. 
17-21, which refer to the Environmental Monitoring Software System (EMSS), owned by the 
assignee of the application, and which is cited in the application. The following is a detailed 
discussion of the references, which identifies with the particularity required by 37 CFR 1.111 (b) 
and (c), how the claimed subject matter is patentable over the references. 

1 . U.S. Patent No.4,298,955 discloses a system for detecting and analyzing deviations 
from normal in the operating conditions of a process, for example a chemical manufacturing process. 
The system comprises transducers positioned to detect a plurality of operating parameters and 
generate signals representative of the said parameters. A processing device is connected to receive 
the signals and programmed to analyze the signals on the basis of a decision table having columns 
each of which represents a different combination of operating parameter values. Each column has 
associated therewith a value representing the seriousness of the deviation represented by the 
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combination of values. Means are provided for displaying, storing and/or recording the nature of 
each deviation analyzed by the processing device and the value associated therewith. Systems for 
transmitting data from transducers to a receiver and for analyzing data are also provided. 

This reference does not teach the present invention, for example a data management system 
having a universal hub in electronic communication with at least one piece of equipment used to 
automatically measure environmental data, the system configured to collect and store the 
environmental data, and generate a user report of the environmental data, the equipment selected 
from the group consisting of a particle counter, organism identification system, viable air sampler, 
facility monitoring system, rapid organism enumeration technology device, bioluminescence device, 
and water quality detector, the user report providing document compliance with U.S. Food and Drug 
Administration requirements. 

2. U.S. Patent No. 5,103,391 discloses a highly distributed direct digital process control 
system for use in controlling a fully distributed process includes at least one device controller 
independently monitoring and controlling a plurality of external devices for performing a complete 
process. One or more data concentrator units are connected to the controllers for collecting 
information from each controller as well as directing updated control information to specific 
controllers. A central information processing means is connected to the data concentrator for 
displaying information received from the data concentrator. The central information processing 
means is capable of updating control information used by specific controllers. 

This reference does not teach the present invention, for example a data management system 
having a universal hub in electronic communication with at least one piece of equipment used to 
automatically measure environmental data, the system configured to collect and store the 
environmental data, and generate a user report of the environmental data, the equipment selected 
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from the group consisting of a particle counter, organism identification system, viable air sampler, 
facility monitoring system, rapid organism enumeration technology device, bioluminescence device, 
and water quality detector, the user report providing document compliance with U.S. Food and Drug 
Administration requirements. 

3. U.S. Patent No. 5,691,895 discloses a comprehensive, generic mechanism models, 
monitors, controls and optimizes manufacturing as an on-line, real-time system employing statistical 
analysis and mathematical techniques with feedback and forward information for local control and 
global optimization. Manufacturing is treated as a hierarchy of processes which are modeled, 
controlled, optimized and managed via four interacting networks; an application modeling network, 
a local control network, a global optimization network, and an implementation/management 
network. Of these four networks, only the application modeling network is application dependent. 
The functions of the other three networks are application independent. All manufacturing processes, 
from simple process steps through manufacturing sectors and lines, to complete factories, are treated 
identically, thereby simplifying computational complexity. A minimal set of parameters is thereby 
obtained at any manufacturing level, which reduces a complex manufacturing process to a 
manageable form. Outputs of lower level processes in the hierarchy become input process variables 
for higher levels. Process models are developed and updated via on-line data analysis, and are used 
to evaluate process status and improvement path. 

This reference does not teach the present invention, for example a data management system 
having a universal hub in electronic communication with at least one piece of equipment used to 
automatically measure environmental data, the system configured to collect and store the 
environmental data, and generate a user report of the environmental data, the equipment selected 
from the group consisting of a particle counter, organism identification system, viable air sampler, 
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facility monitoring system, rapid organism enumeration technology device, bioluminescence device, 
and water quality detector, the user report providing document compliance with U.S. Food and Drug 
Administration requirements. 

4. U.S. Patent No. 5,719,796 discloses a statistical simulation of a semiconductor 
fabrication process is performed in parallel with the actual process. Input parameters derived from a 
probability density function are applied to the simulator which, in turn, simulates an actual 
fabrication process which is modeled as a probability density function. Each simulation step is 
repeated with a random seed value using a Monte Carlo technique, a trial-and-error method using 
repeated calculations to determine a best solution to a problem. The simulator generates an output in 
the form of a probability distribution. The statistical simulation uses single-step feedback in which a 
simulation run uses input parameters that are supplied or derived from actual in-line measured data. 
Output data generated by the simulator, both intermediate output structure data and WET data, are 
matched to actual in-line measured data in circumstances for which measured data is available. The 
probability density structure of the simulator is adjusted after each simulation step so that simulated 
data more closely matches in-line measured data. 

This reference does not teach the present invention, for example a data management system 
having a universal hub in electronic communication with at least one piece of equipment used to 
automatically measure environmental data, the system configured to collect and store the 
environmental data, and generate a user report of the environmental data, the equipment selected 
from the group consisting of a particle counter, organism identification system, viable air sampler, 
facility monitoring system, rapid organism enumeration technology device, bioluminescence device, 
and water quality detector, the user report providing document compliance with U.S. Food and Drug 
Administration requirements. 
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5. U.S. Patent No. 5,787,021 discloses an information system for production control 
wherein measured data from many test facilities is controlled, stored, and, if necessary, processed in 
a central data base. Via two-way data links, various data users can access the stored data and use this 
data for their own purposes. Thus it is possible, for example, to retrieve production figures of 
individual products or entire product ranges, complied statistics, calculate costs, determine yields, 
and the like. Access by the individual data users to the data base takes place via a terminal or a 
personal computer, with which nearly every work place is equipped and which are electronically 
interconnected via a data network for the exchange of data. 

This reference does not teach the present invention, for example a data management system 
having a universal hub in electronic communication with at least one piece of equipment used to 
automatically measure environmental data, the system configured to collect and store the 
environmental data, and generate a user report of the environmental data, the equipment selected 
from the group consisting of a particle counter, organism identification system, viable air sampler, 
facility monitoring system, rapid organism enumeration technology device, bioluminescence device, 
and water quality detector, the user report providing document compliance with U.S. Food and Drug 
Administration requirements. 

6. U.S. Patent No. 5,798,945 discloses small modules directly situated at power outlets 
in buildings, that contain at least one sensor gather and report local environmental data such as 
temperature, humidity, carbon dioxide concentration, motion, particulate matter concentration, 
carbon monoxide, methane, or other parameters. The local modules report data back over existing 
building power wiring to a central unit. The central unit may store or reduce data for reporting over 
to a computer over a conventional RS-232 link. The data can be used to prove compliance with 
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environmental and safety regulations and requirements or used to control HVAC equipment. Also, 
the data can be displayed or used with energy price tier systems. 

This reference does not teach the present invention, for example a data management system 
having a universal hub in electronic communication with at least one piece of equipment used to 
automatically measure environmental data, the system configured to collect and store the 
environmental data, and generate a user report of the environmental data, the equipment selected 
from the group consisting of a particle counter, organism identification system, viable air sampler, 
facility monitoring system, rapid organism enumeration technology device, bioluminescence device, 
and water quality detector, the user report providing document compliance with U.S. Food and Drug 
Administration requirements. 

7. U.S. Patent No. 5,862,054 discloses a method to monitor process parameters from 
multiple process machines to provide real time statistical process control (SPC). The particular 
implementation was derived from ion implantation of wafers, but has wide applicability where there 
are a number of process machines having a number of process parameters and close continuous 
sampling of data is required. The process parameters are collected on a single computer over a single 
RS 485 network, and each parameter is analyzed and displayed separately for each process and 
process machine. Statistical variables like Cp and Cpk arc calculated and presented on the computer 
screen along with graphs of the various parameters for a particular process machine. Data is aged out 
of the computer to an archival data base under the control of a manufacturing information system and 
connected to a company wide network. 

This reference does not teach the present invention, for example a data management system 
having a universal hub in electronic communication with at least one piece of equipment used to 
automatically measure environmental data, the system configured to collect and store the 
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environmental data, and generate a user report of the environmental data, the equipment selected 
from the group consisting of a particle counter, organism identification system, viable air sampler, 
facility monitoring system, rapid organism enumeration technology device, bioluminescence device, 
and water quality detector, the user report providing document compliance with U.S. Food and Drug 
Administration requirements. 

8. U.S. Patent No. 5,892,690 discloses an environment monitoring system and method 
for systematically and continuously monitoring an environment. The system and method includes a 
data acquisition system which is programmed to systematically collect environment data for a site. 
The data acquisition system includes sensors coupled to a data storage device having a remote access 
device for electronic access from a remote system. Data may be uploaded to a remote database for 
storing environment data from many sites. The remote database includes a remote access device so 
that the data storage devices of various data acquisition sites can be electronically coupled to the 
remote database for centralized data collection and storage. 

This reference does not teach the present invention, for example a data management system 
having a universal hub in electronic communication with at least one piece of equipment used to 
automatically measure environmental data, the system configured to collect and store the 
environmental data, and generate a user report of the environmental data, the equipment selected 
from the group consisting of a particle counter, organism identification system, viable air sampler, 
facility monitoring system, rapid organism enumeration technology device, bioluminescence device, 
and water quality detector, the user report providing document compliance with U.S. Food and Drug 
Administration requirements. 

9. U.S. Patent No. 6,163,732 discloses systems, methods and computer program 
products to determine compliance of a chemical product to be manufactured to government 
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regulations that govern the manufactured product. According to the invention, the chemical 
compositions that are present in the chemical product to be manufactured are ascertained. The 
chemical compositions so ascertained are compared to a stored set of government regulatory 
standards related to the chemical compositions to determine compliance. Accordingly, compliance 
with complex government regulations governing chemical products can be determined. 

This reference does not teach the present invention, for example a data management system 
having a universal hub in electronic communication with at least one piece of equipment used to 
automatically measure environmental data, the system configured to collect and store the 
environmental data, and generate a user report of the environmental data, the equipment selected 
from the group consisting of a particle counter, organism identification system, viable air sampler, 
facility monitoring system, rapid organism enumeration technology device, bioluminescence device, 
and water quality detector, the user report providing document compliance with U.S. Food and Drug 
Administration requirements. 

10. U.S. Patent No. 6,523,045 discloses a method for managing information about a 
manufacturing operation uses factory screens, shop floor screens and/or the like of a shop floor 
control graphical user interface. The factory screen graphically represents a factory. The shop floor 
screens represent different shop floors or other areas of the factory. These areas of the factory are 
represented by selectable icons, positioned within the factory screen at locations corresponding to the 
locations of the represented areas within the factory. Each shop floor screen depicts the general 
appearance of one of the areas of the factory and the factory elements of that area of the factory. 
Icons representing factory elements are positioned within the shop floor screens at locations 
corresponding to the locations of the represented factory elements within the corresponding shop 
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floor. Icons representing machines and storage locations include graphics depicting the appearance of 
the represented machine or storage location. 

This reference does not teach the present invention, for example a data management system 
having a universal hub in electronic communication with at least one piece of equipment used to 
automatically measure environmental data, the system configured to collect and store the 
environmental data, and generate a user report of the environmental data, the equipment selected 
from the group consisting of a particle counter, organism identification system, viable air sampler, 
facility monitoring system, rapid organism enumeration technology device, bioluminescence device, 
and water quality detector, the user report providing document compliance with U.S. Food and Drug 
Administration requirements. 

11. U.S. Patent No. 6,539,271 discloses a quality management system and computer 
based process for managing quality. The quality management system includes a set of networked 
operator stations for entering data including critical to quality customer information and information 
relating to the equipment to be monitored on a quality basis. The system further includes an 
application server on the network for running the programs of the system such as critical to quality 
setup, report generation, logging to the database, and maintenance events. A database server is 
further included on the network for storing the local database. A web server holding a capability 
warehouse connects to the local database over a web connection. The process for managing the 
quality of the monitored electrical equipment includes sending process capability data from the local 
database to the capability warehouse, updating an entitlement database embedded in the capability 
warehouse, delivering new schema information to the local database from the entitlement database, 
and reporting information to the customer at an operator station via an automatic or requested report. 

This reference does not teach the present invention, for example a data management system 
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having a universal hub in electronic communication with at least one piece of equipment used to 
automatically measure environmental data, the system configured to collect and store the 
environmental data, and generate a user report of the environmental data, the equipment selected 
from the group consisting of a particle counter, organism identification system, viable air sampler, 
facility monitoring system, rapid organism enumeration technology device, bioluminescence device, 
and water quality detector, the user report providing document compliance with U.S. Food and Drug 
Administration requirements. 

12. U.S. Patent No. 5,63 1 ,839 discloses a device for controlling a complex manufacturing 
process. The device comprises at least one remote monitor designed to receive in real time signals 
through a local area network making it possible to analyze the state of the manufacturing process. 
There are a plurality of sensors, each of the sensors transforming the value of an associated 
parameter of the manufacturing process so as to produce an analogue signal. There is an analogue to 
digital converter associated with each of the sensors for producing a succession of numerical values 
representing the instantaneous state over time of the corresponding parameter. Each of the converters 
is interfaced with the local area network. A processor for processing the numerical values and 
comparing them with given reference values is also connected to the local area network such that the 
local area network conveys the result of the comparison to the remote monitor or monitors and also 
conveys the information coming from the analogue to digital converter to the processing means. 

This reference does not teach the present invention, for example a data management system 
having a universal hub in electronic communication with at least one piece of equipment used to 
automatically measure environmental data, the system configured to collect and store the 
environmental data, and generate a user report of the environmental data, the equipment selected 
from the group consisting of a particle counter, organism identification system, viable air sampler, 
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facility monitoring system, rapid organism enumeration technology device, bioluminescence device, 
and water quality detector, the user report providing document compliance with U.S. Food and Drug 
Administration requirements. 

13. U.S. Patent No. 6,437,692 discloses a system for monitoring a variety of 
environmental and/or other conditions within a defined remotely located region. In accordance with 
one aspect of the invention, a system is configured to monitor utility meters in a defined area. The 
system is implemented by using a plurality of wireless transmitters, wherein each wireless transmitter 
is integrated into a sensor adapted to monitor a particular data input. The system also includes a 
plurality of transceivers that are dispersed throughout the region at defined locations. The system 
uses a local gateway to translate and transfer information from the transmitters to a dedicated 
computer on a network. The dedicated computer, collects, compiles, and stores the data for retrieval 
upon client demand across the network. The computer further includes means for evaluating the 
received information and identifying an appropriate control signal, the system further including 
means for applying the control signal at a designated actuator. 

This reference does not teach the present invention, for example a data management system 
having a universal hub in electronic communication with at least one piece of equipment used to 
automatically measure environmental data, the system configured to collect and store the 
environmental data, and generate a user report of the environmental data, the equipment selected 
from the group consisting of a particle counter, organism identification system, viable air sampler, 
facility monitoring system, rapid organism enumeration technology device, bioluminescence device, 
and water quality detector, the user report providing document compliance with U.S. Food and Drug 
Administration requirements. 
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14. U.S. Patent No. 6,574,522 discloses a system and method for handling quality control 
data for a manufacturing process among a main computer and a plurality of remote computers, 
including the steps of establishing a connection between at least one of the remote computers and the 
main computer via a web browser, inputting quality control data of the manufacturing process from 
the remote computer into a database of the main computer via the web browser, performing a 
statistical analysis on the quality control data input into the main computer, and posting results of the 
statistical analysis on a web site of the main computer accessible to the remote computers through 
the web browser. 

This reference does not teach the present invention, for example a data management system 
having a universal hub in electronic communication with at least one piece of equipment used to 
automatically measure environmental data, the system configured to collect and store the 
environmental data, and generate a user report of the environmental data, the equipment selected 
from the group consisting of a particle counter, organism identification system, viable air sampler, 
facility monitoring system, rapid organism enumeration technology device, bioluminescence device, 
and water quality detector, the user report providing document compliance with U.S. Food and Drug 
Administration requirements. 

15. U.S. Patent No. 6,604,023 discloses environmental indicators computed for a 
particular environment and converted into a transmittable data format. Each of the environmental 
indicators is computed by electronic environmental measurement device from among multiple 
diverse electronic environmental measurement devices. Environmental indicators are transmitted to a 
portable data processing system associated with a user, which analyzes each of the environmental 
indicators according to an environment sensitivity profile stored at the portable data processing 
system for the user. Control signals are determined by the portable computer system for adjusting 
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multiple environment control systems that control the particular environment in response to the 
analysis, such that a particular environment is temporarily managed by a portable data processing 
system according to environmental sensitivities of a particular user located within that particular 
environment. 

This reference does not teach the present invention, for example a data management system 
having a universal hub in electronic communication with at least one piece of equipment used to 
automatically measure environmental data, the system configured to collect and store the 
environmental data, and generate a user report of the environmental data, the equipment selected 
from the group consisting of a particle counter, organism identification system, viable air sampler, 
facility monitoring system, rapid organism enumeration technology device, bioluminescence device, 
and water quality detector, the user report providing document compliance with U.S. Food and Drug 
Administration requirements. 

16. U.S. PatentNo. 5,838,906disclosesasystemallowingauserofabrowserprogramon 
a computer connected to an open distributed hypermedia system to access and execute an embedded 
program object. The program object is embedded into a hypermedia document much like data 
objects. The user may select the program object from the screen. Once selected the program object 
executes on the user's (client) computer or may execute on a remote server or additional remote 
computers in a distributed processing arrangement. After launching the program object, the user is 
able to interact with the object as the invention provides for ongoing interprocess communication 
between the application object (program) and the browser program. One application of the embedded 
program object allows a user to view large and complex multi-dimensional objects from within the 
browser's window. The user can manipulate a control panel to change the viewpoint used to view the 
image. The invention allows a program to execute on a remote server or other computers to calculate 
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the viewing transformations and send frame data to the client computer thus providing the user of the 
client computer with interactive features and allowing the user to have access to greater computing 
power than may be available at the user's client computer. 

This reference does not teach the present invention, for example a data management system 
having a universal hub in electronic communication with at least one piece of equipment used to 
automatically measure environmental data, the system configured to collect and store the 
environmental data, and generate a user report of the environmental data, the equipment selected 
from the group consisting of a particle counter, organism identification system, viable air sampler, 
facility monitoring system, rapid organism enumeration technology device, bioluminescence device, 
and water quality detector, the user report providing document compliance with U.S. Food and Drug 
Administration requirements. 

17. Compliance Software Solutions Corp. web page description of its Environmental 
Monitoring Software System (EMSS) (3 sheets), located at http://www.csoftsol.com/emss.html . The 
Environmental Monitoring Software System (by Compliance Software Solutions Corp. of Vernon 
Hills, Illinois, the assignee of the present invention), provides a cost effective and efficient means to 
manually enter into a computer database program the presence of viable microbiological organisms, 
the presence of particulates and other environmental conditions within the facility, such as humidity, 
pressure, temperature, water quality (e.g., pH, conductivity, total organic content (TOC), endotoxin, 
coliform, and metals), and the respective amounts of different materials involved in the manufacture 
of the end product(s). Thus, this system provides a means to access and document facility operations 
and store and trend data to ensure that the environmental control systems of a facility are operating as 
intended. This system is particularly useful for pharmaceutical, biotechnology, and medical device 
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manufacturers, who must comply with strict quality control requirements of governmental bodies. 
This system meets the requirements of 21 CFR Part 1 1 . 

This reference does not teach the present invention, for example a data management 
system having a universal hub in electronic communication with at least one piece of equipment used 
to automatically measure environmental data, the system configured to collect and store the 
environmental data, and generate a user report of the environmental data, the equipment selected 
from the group consisting of a particle counter, organism identification system, viable air sampler, 
facility monitoring system, rapid organism enumeration technology device, bioluminescence device, 
and water quality detector, the user report providing document compliance with U.S. Food and Drug 
Administration requirements. 

18. BD Diagnostic Systems, Industrial web page description of the Environmental 
Monitoring Software System (EMSS) of Compliance Software Solutions Corp. (2 sheets), located at 
http://www.bd.eom/contentmanager/b article.asp?Contentro=2655&d=&s =. The Environmental 
Monitoring Software System (by Compliance Software Solutions Corp. of Vernon Hills, Illinois, the 
assignee of the present invention), provides a cost effective and efficient means to manually enter 
into a computer database program the presence of viable microbiological organisms, the presence of 
particulates and other environmental conditions within the facility, such as humidity, pressure, 
temperature, water quality (e.g., pH, conductivity, total organic content (TOC), endotoxin, coliform, 
and metals), and the respective amounts of different materials involved in the manufacture of the end 
product(s). Thus, this system provides a means to access and document facility operations and store 
and trend data to ensure that the environmental control systems of a facility are operating as 
intended. This system is particularly useful for pharmaceutical, biotechnology, and medical device 
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manufacturers, who must comply with strict quality control requirements of governmental bodies. 
This system meets the requirements of 21 CFR Part 1 1 . 

This reference does not teach the present invention, for example a data management system 
having a universal hub in electronic communication with at least one piece of equipment used to 
automatically measure environmental data, the system configured to collect and store the 
environmental data, and generate a user report of the environmental data, the equipment selected 
from the group consisting of a particle counter, organism identification system, viable air sampler, 
facility monitoring system, rapid organism enumeration technology device, bioluminescence device, 
and water quality detector, the user report providing document compliance with U.S. Food and Drug 
Administration requirements. 

19. BD Diagnostic Systems, Industrial web page description of the Environmental 
Monitoring Software System (EMSS) of Compliance Software Solutions Corp. (3 sheets), located at 
http://www.bd.com/industrial/Catapult/BDCatapultv4nl.pdf . The Environmental Monitoring 
Software System (by Compliance Software Solutions Corp. of Vernon Hills, Illinois, the assignee of 
the present invention), provides a cost effective and efficient means to manually enter into a 
computer database program the presence of viable microbiological organisms, the presence of 
particulates and other environmental conditions within the facility, such as humidity, pressure, 
temperature, water quality (e.g., pH, conductivity, total organic content (TOC), endotoxin, coliform, 
and metals), and the respective amounts of different materials involved in the manufacture of the end 
product(s). Thus, this system provides a means to access and document facility operations and store 
and trend data to ensure that the environmental control systems of a facility are operating as 
intended. This system is particularly useful for pharmaceutical, biotechnology, and medical device 
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manufacturers, who must comply with strict quality control requirements of governmental bodies. 
This system meets the requirements of 21 CFR Part 1 1 . 

This reference does not teach the present invention, for example a data management system 
having a universal hub in electronic communication with at least one piece of equipment used to 
automatically measure environmental data, the system configured to collect and store the 
environmental data, and generate a user report of the environmental data, the equipment selected 
from the group consisting of a particle counter, organism identification system, viable air sampler, 
facility monitoring system, rapid organism enumeration technology device, bioluminescence device, 
and water quality detector, the user report providing document compliance with U.S. Food and Drug 
Administration requirements. 

20. Compliance Software Solutions Corp. web page description of its Environmental 
Monitoring Software System (EMSS), in connection with 21 CFR Part 1 1 Compliance Assessment 
(4 sheets), located at www.csoftsol.com/21 CFRPartl 1 FinalStatement.pdf . The Environmental 
Monitoring Software System (by Compliance Software Solutions Corp. of Vernon Hills, Illinois, the 
assignee of the present invention), provides a cost effective and efficient means to manually enter 
into a computer database program the presence of viable microbiological organisms, the presence of 
particulates and other environmental conditions within the facility, such as humidity, pressure, 
temperature, water quality (e.g., pH, conductivity, total organic content (TOC), endotoxin, coliform, 
and metals), and the respective amounts of different materials involved in the manufacture of the end 
product(s). Thus, this system provides a means to access and document facility operations and store 
and trend data to ensure that the environmental control systems of a facility are operating as 
intended. This system is particularly useful for pharmaceutical, biotechnology, and medical device 
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manufacturers, who must comply with strict quality control requirements of governmental bodies. 
This system meets the requirements of 21 CFR Part 1 1 . 

This reference does not teach the present invention, for example a data management system 
having a universal hub in electronic communication with at least one piece of equipment used to 
automatically measure environmental data, the system configured to collect and store the 
environmental data, and generate a user report of the environmental data, the equipment selected 
from the group consisting of a particle counter, organism identification system, viable air sampler, 
facility monitoring system, rapid organism enumeration technology device, bioluminescence device, 
and water quality detector, the user report providing document compliance with U.S. Food and Drug 
Administration requirements. 

21. Compliance Software Solutions Corp. web page description of its Environmental 
Monitoring Software System (EMSS) (168 sheets), located at 
\AAAW.csoftsol.com/CSSCPresBinder.pdf . The Environmental Monitoring Software System (by 
Compliance Software Solutions Corp. of Vernon Hills, Illinois, the assignee of the present 
invention), provides a cost effective and efficient means to manually enter into a computer database 
program the presence of viable microbiological organisms, the presence of particulates and other 
environmental conditions within the facility, such as humidity, pressure, temperature, water quality 
(e.g., pH, conductivity, total organic content (TOC), endotoxin, coliform, and metals), and the 
respective amounts of different materials involved in the manufacture of the end product(s). Thus, 
this system provides a means to access and document facility operations and store and trend data to 
ensure that the environmental control systems of a facility are operating as intended. This system is 
particularly useful for pharmaceutical, biotechnology, and medical device manufacturers, who must 
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comply with strict quality control requirements of governmental bodies. This system meets the 
requirements of 21 CFR Part 11. 

This reference does not teach the present invention, for example a data management system 
having a universal hub in electronic communication with at least one piece of equipment used to 
automatically measure environmental data, the system configured to collect and store the 
environmental data, and generate a user report of the environmental data, the equipment selected 
from the group consisting of a particle counter, organism identification system, viable air sampler, 
facility monitoring system, rapid organism enumeration technology device, bioluminescence device, 
and water quality detector, the user report providing document compliance with U.S. Food and Drug 
Administration requirements. 

In view of the foregoing, the Applicants respectfully request that the Petition to Make Special 
be granted and that the application be advanced for examination. 



Respectfully submitted, 



Dated: January 28, 2004 




Robert H. Resis 
Reg. No. 32,168 
Direct Dial: (312)463-5405 



Banner & Witcoff, ltd. 
Ten South Wacker Drive 
Chicago, Illinois 60606 
Telephone (3 1 2) 463-5000 




EMSS 

The EMSS provides a validated method of assessing and documenting 
facility operations, collecting microbial and/or particulate counts, and 
analyzing and trending data. This ensures that the environmental 
control systems are operating as intended. These trends provide 
valuable insight into the effectiveness of decontamination procedures, 
housekeeping practices, personnel training, and the potential for 
microbial build-up during production. 

The EMSS is an "off-the-shelf," configurable means of electronically 
documenting, capturing, and reporting on your environmental 
monitoring program. CSSC will configure the database to "mirror" 
your environmental SOP's and facility diagrams. The EMSS is 
upgraded once per calendar year and released to all customers as 
part of their Maintenance and Upgrade program. The upgraded 
features are the recommendations of our current users. All users are 
encouraged to submit their ideas and suggestions. 

The EMSS interface was developed using a Microsoft® development 
program, so it easy to use and intuitive. It is able to reside on 
hardware, and with software that already exists in almost every 
facility (Hardware / Software Requirements). The system's 
architecture was designed for a client / server installation. However, 
several of our customers have successfully implemented the EMSS on 
a Citrix® or Terminal Server®. It can be installed in virtually any 
network environment, is compatible with all operating systems, and is 
available to run with either an Oracle® or SQL Server® database. 



Included with your site license for the EMSS is: 



A copy of the EMSS Software Validation Package 
System Use SOP 

Template document for performing the Installation 
Qualification (IQ) 

Template document for performing the Operational 
Qualification (OQ) 

Template document for performing the Performance 
Qualification (PQ) 
User Manuals 



■ Training Manuals 

Some of the key functionality of the EMSS includes: 

■ On demand reporting that enables the user to review trends by 
site location and date range 

■ Supports a wide variety of predefined tests (i.e. particulate, 
microbial) as well as user defined tests (i.e. pH and chemical), 
including water testing 

■ Generates Worksheets (data sheets) and corresponding 
Barcode Labels to facilitate sample identification 

■ Custom visual layouts of facilities and test sites utilizing 
Microsoft Visio® 

■ Embedded digital photographs and video capabilities 

■ Automatic e-mail notification with attached historical data 
trend for "Alert Level" conditions 

■ Automatic e-mail notification with historical data trend and 
corrective action report generation for "Action Level" 
excursions 

■ Automatic e-mail notification with accompanying review of 
historical data in the event that a "flagged" organism is 
identified 

■ On-line review confirmation 

■ Tracks media expiration 

■ Tracks equipment calibration dates 

Features that address the requirements of 21 CFR Part 11 
includes: 

■ Multiple levels of security that restrict access and data 
modifications 

■ Electronic signature feature required for any additions, 
modifications, deletions, or reviews performed throughout the 
system 

■ Security lock-out feature 

■ Security time-out feature 

■ Password expiration 

■ A secure, non-modifiable, read-only / print-only audit trail 
automatically captures all modifications within the database 

Click on the following link to download a PDF copy of CSSC's 21 CFR 
Part 11 Assessment Statement of the EMSS. 

Click on the following link to download a PDF Presentation Binder. It 
includes a number of screen shots and reports from the EMSS. 



Compliance Software Solutions Corporation 

750 Bunker Ct, Suite 200 Vernon Hills, IL 60061 
Phone: (888) 321-CS5C Email: info@csoftsol.com 



Copyright © 2003 Compliance Software Solutions Corporation. 
All rights reserved 
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Innovative Environmental Monitoring Software 

Automates Data Management, Enables Regulatory Compliance 

BD Diagnostic Systems, Sparks, MD, announces that It has recently 
launched a program built around its partnership with Compliance Software 
Solutions Corporation (CSSC), the developer of a unique software that 
automates data management for environmental monitoring. The 
partnership enables BD customers to enjoy the unprecedented advantages 
of CSSC's Environmental Monitoring Software System, known simply as 
EMSS. To be useful for tracking environmental contamination, data should 
be trended, reviewed, reported and assessed quickly. EMSS can collect, 
document and trend environmental monitoring data for audits and 
inspections, and can likewise provide critical information on the quality of 
the aseptic processing environment during manufacturing. This is 
especially beneficial for industries charged with meeting ever more 
stringent and changing regulatory requirements. EMSS can greatly impact 
businesses where environmental monitoring data is often only tracked 
manually via logbooks and spreadsheets - making data difficult to manage 
and use effectively. Compared with the management and utilization 
difficulties of manually tracking data in logbooks or spreadsheets, EMSS 
vastly improves the ability of businesses to efficiently comply with those 
stringent regulatory requirements. 

EMSS offers BD customers a means to achieve compliance with industry 
regulations such as those outlined by the FDA, CFR, ISO and cGMP. 
EMSS automatically generates e-mails when alert or action conditions are 
met, or when organisms are flagged for follow-up. Use of the software can 
prevent the release of potentially contaminated batches if appropriate 
standards are not followed. Future contamination can be prevented as well 
because adverse trends can be detected and addressed much more 
quickly. 

In an era when increased regulatory attention has been focused on 
environmental monitoring, BD is providing a meaningful, manageable and 



defendable system that utilizes industry guidelines. The EMSS software 
package is a unique "off-the-shelf solution to the management of 
environmental data, yet it can be configured to each client's facility. It can 
manage a full range of environmental testing at client facilities for both 
viable and non-viable contamination. EMSS can also support a wide range 
of predefined tests (e.g. particulates and microbial), all methods of water 
testing and can manage any user-defined tests such as pH and chemistry. 

EMSS will be distributed exclusively by BD. It completes the BD breadth- 
of-line for environmental monitoring applications- working as an adjunct to 
BD BBL™ Sterile Pack Prepared Plated Media, BD Sterile Pack Swabs, 
BD Sterile Pack Bottles and air monitoring systems that utilize BD media. 
Future value-added software modules are planned for EMSS, specifically a 
fully automated interface with the BD Phoenix™ Microbiology System. For 
more information about EMSS, please call 1-800-638-8663, or contact your 
BD Diagnostic Systems representative. 

CSSC and EMSS are trademarks of Compliance Software Solutions 
Corporation. BD, BBL and Phoenix are trademarks of Becton, Dickinson 
and Company. ©2003 BD January 2003 
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Implementation of an Automated 
System for Environmental 
Monitoring 



Jeanne E. Moldenhauer 



Vectech Pharmaceutical Consultants, Inc. 



Background-Regulatory 
Expectations 

In September 2002, the Food and Drug 
Administration (FDA) released a 
Concept Paper, "Sterile Drug Products 
Produced By Aseptic Processing Draft." 
This paper provides an indication 
of FDA's thinking on aseptic 
processing and provided an 
opportunity for industry 
comment prior to issuance of 
the revised guidance document 
on aseptic processing. Within 
this paper, FDA states that "in 
aseptic processing, one of the 
most important laboratory 
controls is the establishment 
of an environmental 
monitoring program." 
Environmental monitoring 
is also applicable to other 
types of processing 
(e.g., terminal sterilization processes 
and non-sterile drug manufacture), 
with aseptic processing being the most 
stringent application of these monitor- 
ing programs. The intent of these 
programs is to identify potential routes 
of product contamination and take 
appropriate corrective actions prior to 
contamination occurring. The paper 
also discusses many expectations for 
an environmental monitoring program. 



In addition to the release of the 
"Concept Paper," there has been an 
increased interest in environmental 
monitoring by regulators worldwide. 
Numerous adverse findings reports 
have been issued in recent years, with 
environmental monitoring one of the 
most frequently identified deficiencies. 




With all of this 
regulatory focus on environ- 
mental monitoring, it is important to 
have a meaningful, manageable and 
defendable program that will withstand 
the rigors of inspection by regulatory 
bodies. A significant problem with the 
design of this type of system is that a 
large volume of data is generated. The 
data is only useful if it can be trended, 
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Implementation of an 
Automated System for 
Environmental Monitoring 

Continued from page 1 

reviewed, reported and assessed in a 
timely manner. Finding out during a 
regulatory inspection that the environ- 
mental monitoring data exhibits a 
trend is not useful. It is important to 
know that a trend is occurring when 
it happens. Manual systems for data 
tracking and trending have inherent 
time delays in assessing the data. The 
time delay increases with the quantity 
of data generated. The "Concept 
Paper" defines specific expectations for 
trending of data (e.g., "data generated 
by location, lot, room, operator, or 
other search parameters") and special- 
ized reports, like tracking the locations 
of an atypical isolate throughout the 
facility. Figure 1 provides some 
examples of the trending reports 
available from the Environmental 
Monitoring Software System (EMSS) 




must be met for the automated system, 
which part(s) of the system will be 
automated and how will automation 
affect the other parts of the system. 
A common problem in automating a 
system is the failure to look at the 
entire system when addressing what 
should be automated. For example, 
will data be both collected and report- 
ed automatically? Another problem is 
that you cannot effectively automate a 
bad system. If it doesn't work already, 
automating it only makes it worse 
than it was before. 

Typical Approach to Automation 

In considering a switch to an automat- 
ed system for environmental monitor- 
ing, the following describes a typical 
approach for selection and implemen- 
tation of a new system: 

Evaluate/assess the existing system 

• Look for compliance to applicable 
requirements and for the effectiveness 
of the system to provide a 
meaningful, manageable and 
defendable system. 

• Review the documentation 
requirements in PDA 
Technical Report No. 13 
(Revised) on Environmental 
Monitoring to ensure that 
all required documen- 
tation is collected. Figure 2 
provides an example of a 
data entry screen from the 
EMSS system. This system 
has been designed to 



Figure 1 - Example of EMSS Trending Report 

of Compliance Software Solutions 
Corporation. The reports generated 
by this system have been designed 
to meet the regulatory, requirements 
for environmental monitoring. These 
expectations almost necessitate 
implementation and use of an 
automated system. 

In considering automation of an 
environmental monitoring system, 
it is important to assess whether the 
existing monitoring system (manual) is 
working effectively, what requirements 




Figure 2 - Sample of EMSS Data Entry Screen 



ensure that all required documenta- 
tion is maintained and generated. 

• Verify the effectiveness of cleaning/ 
disinfection systems and the accuracy 
of data management systems, that 
alert and action levels are established 
and appropriate, and that reports are 
appropriate and accurate. 

♦ Evaluate how discrepancies and 
corrective actions are handled 
and resolved. 

Evaluate opportunities for automation 

• Some typical considerations here 
include: 21 CFR Part 11 compliance 
issues, opportunities to go paperless, 
integration of testing equipment 
with the automated system, etc. 

♦ Part of this evaluation includes 
assessing what are the risks/costs 
associated with manual support 
operations. Automated systems come 
in a wide variety of applications; e.g., 
spreadsheets, LIMS systems, custom 
designed software and off-the-shelf 
software. There are risks and benefits 
associated with each type of system. 

Evaluate vendors 

After selecting the level of automation 
required and the type of system 
desired, one selects an appropriate 
vendor to support the system. Consid- 
erations for selecting vendors include: 

* Technical knowledge of vendor 
relative to environmental monitoring 

♦ Financial stability of vendor 

• Ability of vendor to meet FDA 

requirements and support 
FDA review of the system 

• Technical support 
available for the system 

• Validation support 
available for the system. 
Software audits are often 
conducted to evaluate 
the vendor's capabilities 
at their site. There are 
very few suppliers of 
off-the-shelf software 
for environmental 
monitoring, including 
EMSS. 



Select software 

Defining and specifying software sys- 
tem requirements is a key ingredient to 
the selection of an appropriate system. 

• When preparing these requirements, 
it is important that a team reviews 
and approves the specifications, to 
ensure that important characteristics 
are not inadvertently omitted. 

• It is also important to identify which 
specifications are mandatory versus 
those that are optional. For example, 
when purchasing an off-the-shelf 
software package, one may need to 
accept a slightly different report 
format than has been used in the 
past. These specifications are also 
useful when developing the system 
validation requirements. 

• It is important to consider the type of 
documentation that will support the 
system when specifying requirements; 
e.g., is a user's manual required, are 
sample validation protocols included, 
etc. Figure 3 includes a partial listing 
of the types of documentation 
provided with the EMSS system. 

Figure 3 

List of EMSS Documentation 

User Manual 
License Agreements 
System Use SOP 
Training Manuals 
Validation Package 
Validation Templates 
(IQ, OQ, and PQ) 

Install the software 

• The computers and networks to be 
used with the selected system should 
be validated prior to installation of 
the software. Some companies choose 
to install concurrently, but this should 
be controlled. For example, lack of 
network validation for a networked 
monitoring system can lead to aberra- 
tions or problems at a later time. 

• The system should be subjected to 
commissioning, debugging and 
"engineering" type studies to ensure 
that problems are minimized prior to 
initiating formal validation studies. 



• One may also include some basic 
training for operators at this time. 

• Many software systems also require 
establishment of facility drawings, 
parameter tables, etc., prior to 
validation testing. 

Validate the software 

Development of validation require- 
ments should be well thought out. 

• Vendors may provide validation 
protocols, but it is the end-user's 
responsibility to determine whether 
any other features or system 
integrations should be added to 
the testing protocol. 

• One should also consider how the 
system will be re-qualified. 

• It can be useful to establish standard 
data files that allow for easy repeti- 
tion of data entry or reporting to 
minimize subsequent validation 
requirements; e.g., what testing will 
be required to replace computer 
boards, operating systems, etc. 

• Typically, an Installation Qualifi- 
cation, Operational Qualification 
and Performance Qualification are 
performed. Figure 4 includes an 
index of a typical validation 
protocol for EMSS. 

Implement the system 

Following the validation, the system 
is implemented for production use. 

On-going Evaluation and Maintenance 

• The system should be evaluated 
periodically to ensure that it is still 
operating as designed and expected. 

• Maintenance activities should also 
be performed and documented. 



Obsolescence 

At some point in time, all systems 
are obsoleted. Plans should be estab- 
lished for how these activities will 
be controlled and documented. 

EMSS has been designed to meet 
the requirements for environmental 
monitoring systems. Figures from 
EMSS have been provided courtesy 
of Compliance Software Solutions 
Corporation. Additional screen shots 
from the EMSS system are included, 
to provide guidance on how this 
type of system can be controlled 
and documented. 

BD Diagnostic Systems is an exclusive 
distributor for EMSS in North 
America. For further Information 
regarding EMSS, contact your local 
BD Sales Representative or fill out and 
return the request for information card 
included with this newsletter. 



Figure 4 

Index of CSSC Validation 
Package for EMSS 

Validation Report 
Validation Protocol 
Validation Management Plan 
Requirements 
Design 

Process Flow Diagrams 
Program Interface 
Implementation / Coding 
Traceability Matrix 
Integration Testing 
Integration Testing Attachment 
Installation Testing 
Boundary Testing 
Boundary Testing Attachment 
Error Testing 
Error Testing Attachment 




fqualh^a^ 
professional at Vectech Pharmaceutical 
Consu Itants, located i n Farmington, 
Michigan. She has an extensive back- 
ground in the development and manage- 
ment of a variety of sterilization and 
validation processes in the healthcare 
industry. She has a proven track record of 




Administration (FDA), with special expert- 
ise in the rehabilitation of companies with 
negative FDA findings, restoring them to 
compliance. Additionally, she has substan- 
tial experience in assessing and validating 
laboratory and production facilities in need 
of solutions for regulatory purposes. 
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21 CFR Part 11 Compliance Assessment 



Compliance Software Solutions Corporation (CSSC) has developed the 
Environmental Monitoring Software System (EMSS^, Version 2.2.1 to comply 
with the requirements defined in the FDA's 21 CFR Part 1 1 for Electronic 
Documents. The EMSS is a closed system designed to ensure accuracy, 
reliability, and consistently intended performance. As established in the 
regulation, EMSS incorporates the following: 



Requirement 


EMSS Assessment 


Validation 


CSSC offers a software validation package for the system. 
It includes documentation of the implementation and 
coding, traceability analysis, integration testing, installation 
testing, boundary testing, and Y2K testing. 


Audit Trails 


The independent and non-modifiable Audit function 
provides for secure, computer-generated date and time 
stamp of record changes and key operator entries and 
activities. Actions that review, create, modify or delete 
records are retained for viewing and / or printing. Reports 
can be generated for each facility by date range and 
specific table (audit record). 


System Security 


System access is limited to authorized and qualified users 
as established in the Security database. There are five 
levels of security in the EMSS, each providing the 
appropriate and necessary access to the required functions 
of Administrators, Managers, and QA / QC Users. A No 
Access level allows for an individual's name to be included 
in a drop down menu without affording that user login 
capability. Additionally, a separate Read-only access 
application is available for generating reports. 

The EMSS has a log out security feature, which is 
automatically activated once the pre-set period of time (3 - 
30 minutes in one minute increments) has been met. This 
ensures that should a workstation be left unattended, an 
unauthorized individual cannot access the application. 
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Requirement 


EMSS Assessment 


Password 
Maintenance 


The EMSS provides for initial and periodic testing, as well 
as a user defined password expiration interval. Password 
expiration dates are defined and set by the Administrator 
(from 10-90 days in 5 day increments). Only the 
Administrator has access to Security Maintenance. 

Once a password expires, it can never be reused. 
Passwords can be alpha numeric, and must be 6 to 8 
characters. 


Record 

Retention, 

Protection, 

Retrievability, 

and 

Reproducibility 


The EMSS has been designed and tested to accurately 
retrieve and generate all reports and database records. All 

1 1 '111 1 1 ■'■•111 111! 

electronically stored records are validated to be able to be 
accurately generated, retained, protected, and readily 
retrieved in both "human readable and electronic form" 
throughout the retention period. A validated archive and 
unarchive feature further adds to the record retention and 
reporting capability. 


Operational 
Checks 


Where necessary, the appropriate operational checks have 
been put in place to enforce step and event sequencing. 
The system will only allow events to be performed in the 
appropriate sequence. It is not possible to perform certain 
steps before others are complete. 


Authority Checks 


Only authorized personnel have access to the application, 
and the ability to use the system. User Maintenance / 
Security level access is set by the system Administrator. 
Each level of security has unique, restricted access to the 
system. 

The EMSS has built-in security protection that does not 
allow a user to make more than five attempts to log into the 
system. After the third unsuccessful attempt to login, the 
user is "locked out" of the EMSS and only the system 
Administrator can reactivate the user. 


Device Checks 


Only terminals with the EMSS installed can make data 
modifications / entries. This ensures the validity of the 
source of the data input and / or operational instruction. 
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Requirement 


EMSS Assessment 


Documentation 
Controls 


A single copy of all system documentation is provided with 
the site license. 


Electronic 
Signature 
Security 


Only those users established in the security database that 
have been granted access to the EMSS can login. 
Attempting to enter an incorrect password three times will 
lock the user ID out of the system. Only the Administrator 
will then be able to unlock that user ID. 


Password 
Security 


Controls ensure the security, integrity, and uniqueness of 
the identification and password combination used for login 
and electronic signature. Passwords must be between 6 
and 8 characters. Each password is unique. Two users 
cannot have the same password. Passwords are always 
displayed as asterisks. 


Electronic 
Signature 
Assignment 


Each user's unique electronic signature cannot be reused 
or reassigned to another user. Each user name and 
password is unique. Once a password expires it can never 
be reused again by anyone. 


Electronic 
Signatures Not 
Based Upon 
Biometrics 


Both a user name and password are required for initial 
login. Both are required on subsequent logins when 
security logoff has occurred due to inactivity in the EMSS. 

In order to perform reviews, additions, deletions, or 
modifications to any records, the authorized user is required 
to authenticate their identity by signing into the function and 
re-entering his or her password. The activity performed is 
then captured in the audit trail, and a full manifestation of 
that individual's name will appear in the audit record. 


Electronic 
Signature With 
Biometric Links 


The system is designed to preclude use by anyone except 
a genuine user. If an individual is not established in the 
User Maintenance database there is no ability to access the 
EMSS. 
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Requirement 


EMSS Assessment 


Name Display 


The printed name of the individual who signs a record 
electronically is always clearly displayed. His or her user 
name will appear on relevant documents and reports 
generated by the system. The user ID of the individual 
logged into the EMSS is displayed on the lower task bar of 
the application window. 


Signature 
Purpose 


The meaning of each electronic signature, as defined by the 
individual organization, must be coupled with the 
appropriate procedures and training. 


Signature 
Binding 


Electronic signatures cannot be cut, or copied and pasted, 
or transferred by any means. The EMSS does not allow 
user names to be "auto-filled" into fields. Where required, 
those names established in the User Maintenance 
database can be entered in fields by means of the drop 
down menu. 
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Environmental Monitoring 
System 

Report Date: October 21 , 1 999 




Facility EMS T st Facility 
Room Micro Sterility Suite 




Test ID User Ref 
E1 



Test Description 



Test Date 


Reading 


Activity 


TNTC 


NoT st 


tiow nooa. 










9/23/98 


0.00 


Static 


No 


No 


9/23/98 


17.00 


Static 


No 


No 


9/23/98 


11.00 


Static 


No 


No 


9/24/98 


8.00 


Normal 


No 


No 


9/24/98 


6.00 


Static 


No 


No 


9/24/98 


15.00 


Static 


No 


No 


9/25/98 


8.00 


Static 


No 


No 


9/25/98 


9.00 


Static 


No 


No 


9/25/98 


13.00 


Static 


No 


No 


9/28/98 


6.00 


Normal 


No 


No 


9/28/98 


9.00 


Static 


No 


No 


9/28/98 


15.00 


Static 


No 


No 


9/29/98 


17.00 


Static 


No 


No 


9/29/98 


16.00 


Static 


No 


No 


9/29/98 


12.00 


Static 


No 


No 


9/30/98 


17.00 


Static 


No 


No 


9/30/98 


11.00 


Static 


No 


No 


9/30/98 


18.00 


Static 


No 


No 


10/1/98 


100.00 


Static 


Yes 


No 


10/1/98 


9.00 


Static 


No 


No 


10/1/98 


15.00 


Static 


No 


No 


10/2/98 


3.00 


Static 


No 


No 


10/2/98 


3.00 


Static 


No 


No 


10/2/98 


5.00 


Static 


No 


No 


10/5/98 


18.00 


Static 


No 


No 



CSSC Pharmaceuticals 



Environmental Monitoring 
System 

Report Date: October 21 , 1 999 
Test ID User Ref Test Description 




Facility EMS Test Facility 
Room Micro Sterility Suite 



Test Date 


Reading 


Activity 


TNTC 


No Test 


10/5/98 


17.00 


Normal 


No 


No 


10/5/98 


8.00 


Static 


No 


No 


10/6/98 


3.00 


Static 


No 


No 


10/6/98 


4.00 


Static 


No 


No 


10/6/98 


7.00 


Static 


No 


No 


10/7/98 


6.00 


Static 


No 


No 


10/7/98 


7.00 


Static 


No 


No 


10/7/98 


14.00 


Static 


No 


No 


10/8/98 


5.00 


Static 


No 


No 


10/8/98 


7.00 • 


Static 


No 


No 


10/8/98 


7.00 


Static 


No 


No 


10/9/98 


17.00 


Static 


No 


No 


10/9/98 


11.00 


Normal 


No 


No 


10/9/98 


24.00 


Static 


No 


No 


10/12/98 


12.00 


Static 


No 


No 


10/12/98 


1.00 


Static 


No 


No 


10/12/98 


3.00 


Static 


No 


No 


10/13/98 


7.00 


Static 


No 


No 


10/13/98 


0.00 


Static 


No 


No 


10/13/98 


13.00 


Static 


No 


No 


10/14/98 


1.00 


Static 


No 


No 


10/14/98 


1.00 


Static 


No 


No 


10/14/98 


11.00 


Static 


No 


No 


10/15/98 


7.00 


Static 


No 


No 


10/15/98 


12.00 


Static 


No 


No 


10/15/98 


8.00 


Static 


No 


No 


10/16/98 


8.00 


Static 


No 


No 


10/16/98 


6.00 


Static 


No 


No 


10/16/98 


1.00 


Static 


No 


No 


10/19/98 


10.00 


Static 


No 


No 


10/19/98 


15.00 


Static 


No 


No 


10/19/98 


1.00 


Static 


No 


No 


10/20/98 


3.00 


Static 


No 


No 


10/20/98 


7.00 


Static 


No 


No 


10/20/98 


15.00 


Static 


No 


No 


10/21/98 


1.00 


Static 


No 


No 


10/21/98 


4.00 


Static 


No 


No 


10/21/98 


10.00 


Static 


No 


No 


10/22/98 


18.00 


Static 


No 


No 


10/22/98 


6.00 


Static 


No 


No 


10/22/98 


4.00 


Static 


No 


No 



CSSC Pharmaceuticals 



t- CNJ CO 
UJ U_ LL LL I 




Environmental Monitoring 
Syst m 

Report Date: October 21 , 1 999 



Facility EMS Test Facility 
Room Micro Sterility Suite 



09/23/98 09/24/98- 09/28/98 :09^(W98 10/02/98 VI 0/06/98 1 0/07/98 10/09/98 10/1 3/98; ■■" 10/15/98. 




ton 6/98 




Test ID User Ref 
JSmith 



Test Description 



Test Date 


Reading 


Activity 


TNTC 


No Test 


r flow hood. 










9/23/98 


10.00 


Static 


No 


No 


9/23/98 


16.00 


Static 


No 


No 


9/23/98 


2.00 


Static 


No 


No 


9/24/98 


1.00 


Normal 


No 


No 


9/24/98 


9.00 


Static 


No 


No 


9/24/98 


8.00 


Static 


No 


No 


9/25/98 


4.00 


Static 


No 


No 


9/25/98 


12.00 


Static 


No 


No 


9/25/98 


6.00 


Static 


No 


No 


9/28/98 


6.00 


Normal 


No 


No 


9/28/98 


4.00 


Static 


No 


No 


9/28/98 


17.00 


Static 


No 


No 


9/29/98 


14.00 


Static 


No 


No 


9/29/98 


18.00 


Static 


No 


No 


9/29/98 


17.00 


Static 


No 


No 


9/30/98 


10.00 


Static 


No 


No 


9/30/98 


0.00 


Static 


No 


Yes 


9/30/98 


15.00 


Static 


No 


No 


10/1/98 


300.00 


Static 


Yes 


No 


10/1/98 


0.00 


Static 


No 


No 


10/1/98 


O.00 


Static 


No 


No 


10/2/98 


0.00 


Static 


No 


No 


10/2/98 


16.00 


Static 


No 


No 


10/2/98 


0.00 


Static 


No 


No 


10/5/98 


3.00 


Static 


No 


No 



CSSC Pharmaceuticals 




Environmental Monitoring 
Syst m 



Report Date: October 21 , 1999 



Test ID User Ref Test Description 



Facility EMS Test Facility 



Room Micro Sterility Suite 








Test Date 


Reading 


Activity 


TNTC 


No Test 


10/5/98 


8.00 


Mnrmal 
iiUi i Mai 


No 


No 


10/5/98 


2.00 




No 


No 


10/6/98 


5.00 




No 

INU 


No 

INU 


10/6/98 


13.00 


OlallC 


No 

INU 


No 

INU 


10/6/98 


12.00 


old 


No 

INU 


No 

INU 


10/7/98 


9.00 


Qtatin 
OlallC 


Mn 

INU 


No 

INU 


10/7/98 


10.00 


Statin 
Ola UO 


Nn 

INU 


No 

INU 


10/7/98 


16.00 


Statin 
OlallC 


Nn 

INU 


Nn 

INU 


10/8/98 


18.00 


OlallC 


INU 


No 

INU 


10/8/98 


12.00 


Ctatir* 
OlallC 


Mn 
INU 


No 

INU 


10/8/98 


300.00 


Ola UO 


1 CO 


No 

INU 


10/9/98 


18.00 


OlallC 


Mn 
INU 


Nn 

INU 


10/9/98 


6.00 


INUi illal 


Nn 

INU 


No 

INU 


10/9/98 


3.00 


OlallC 


Nn 

INU 


No 

INU 


10/12/98 


3.00 


OlallC 


Mn 
INU 


Nn 

INU 


10/12/98 


13.00 


OlallC 


Nn 

INU 


No 

INU 


10/12/98 


8.00 


OlallC 


Mn 
INU 


Mn 
INU 


10/13/98 


9.00 


Qtatir 
OlallC 


Mn 
INU 


Nn 

INU 


10/13/98 


9.00 


OlallC 


Mn 
INO 


Mn 
INU 


10/13/98 


0.00 


OlallC 


Mn 
INU 


Nn 
INU 


10/14/98 


8.00 


OlallC 


Mn 

INU 


Nn 

INU 


10/14/98 


7.00 


OlallC 


Mn 

INU 


Nn 

INU 


10/14/98 


0.00 


Qtatir 
OlallC 


Nn 

INU 


Nn 

INU 


10/15/98 


1.00 


Qtatir 
OlallC 


Mn 

INU 


Mn 

INU 


10/15/98 


2.00 


Qtatir 
OlallL* 


No 

INU 


No 

INU 


10/15/98 


10.00 


Qtatir 
OlallC 


No 


Nn 

INU 


10/16/98 


1.00 


Qtatir 
Ola HO 


No 

INU 


No 

INU 


10/16/98 


5.00 


Qtatir 
Olallls 


No 

INU 


No 

INU 


10/16/98 


1.00 


Qtatir 


No 


No 

INU 


10/19/98 


4.00 


Qtatir 
old uu 


No 


No 

INU 


10/19/98 


13.00 


Qtatir 


No 

1 NU 


No 

INU 


10/19/98 


3.00 


Qtatir 


No 


No 


10/20/98 


17.00 


otatic 


Kin 

NO 


NO 


10/20/98 


4.00 


Static 


No 


No 


10/20/98 


1.00 


Static 


No 


No 


10/21/98 


300.00 


Static 


Yes 


No 


10/21/98 


5.00 


Static 


No 


No 


10/21/98 


5.00 


Static 


No 


No 


10/22/98 


12.00 


Static 


No 


No 


10/22/98 


7.00 


Static 


No 


No 


10/22/98 


8.00 


Static 


No 


No 



CSSC Pharmaceuticals 



Environmental 
Monitoring System 



T st Type Summary By Room 



12 Month Summary for Rodac TSA Plates in Micro Lab 1 

Faciiity:EMS Test Facility 



jRjpda^ T$A: Plates in 
^Mijrii^ 



-80 
70- 



:60r 

Boil- 

■ ■ ■■: 

40; 



30 + 

2d 

10 



•> -V. •■ 



10/98 



11)98 



12/98 



i — i f i ,j i i f i i < i r i ■ i .r i i t i 1 i 
1799 2/99 3/99 4/99 5/99 



.1 - !■ ' 

6/99 



7/99 



r r ■ 
8/99 



' i' ' 
9/99 



' r 
10/99 



Min, Max, Average and number of Surveys ( excludes No Test and TNTC or Non Quantifyable readings ) 





Oct,98^ 


lNov#8i 


Dec]98l 




Feb,99 






May,99v 








•Sep|99i 


Oct;99£ 


Min 


0 


0 


0 


0 


0 


0 


0 


0 


0 


0 


0 


0 




Max 


85 


85 


59 


87 


64 


78 


67 


74 


58 


68 


87 


67 




Avg 


17.42 


17.27 


16.82 


16.96 


17.87 


16.51 


16.51 


17.44 


16.23 


16.57 


17.65 


15.58 




Count 


379 


354 


400 


359 


346 


388 


382 


362 


379 


380 


377 


276 




N Test Summary 




mmm 


mmm 






|Febl99l 


Marl9M 


fAprl99S 


3May>99t 




HUui;99? 




Sjepi9^ 


|0et#91 


Count 


7 


10 


1 


6 


5 


7 


7 


6 


2 


7 


6 


8 
































Alert and Action Limit Excursions 






§N6y&8S 






IFebi99 


TMar?99i 


l#pr;9t9i 


'/May $9 


Wuh#9?i 


Jul;99^ 


-Aug,99v 


|S£pj99 ; 


fOct$9l 


>Alert 


66 


57 


67 


52 


I 75 


67 


70 


68 


64 


62 


67 


43 




>Action 


31 


30 


38 


32 


30 


34 


26 


30 


30 


26 


35 


18 




OK 


292 


281 


308 


288 


250 


306 


293 


274 


300 


! 301 


288 


219 
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in OLOOinomoiooioomoioo mo 
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Environmental 
Monitoring System 



Test Site Summary By Test Site and 

Classification 



12 Month Summary for Rodac TSA Plat s for Floors in Not Classifi d areas. 

Faciiity EMS Test Facility 



i Floors in Not Classified areas. 

W:? vM i W^M a srVa I u6s; t^M p n f Iv 



T — 
J - - 

l 

I 



so- 

JO': 

40 

M 

20 
.10 
0 



~~r~ — 



■ — r~r~ 



t — • i — — — 



»5 



•11)98 12/98 



i — r-r 

5/99 



» I 1 ■ 
6/99 



10/98 



1/99 



2/99 



■3/99 



4/99 



7/99 



8/99 



9/99 



Min, Max, Average and number of Surveys ( excludes No Test and TNTC or Non Quantifyable readings ) 





;Oct,98 


>Novi98* 


iQec#8l 


paln-99 


Feb,99 . 




£AjpR99I 


?Mayi99 




,Jul,99; 




§$e#99£ 


Oct;99^ 


Min 


0 


0 


0 


0 


0 


0 


0 


0 


0 


0 


0 


0 




Max 


93 


85 


73 


87 


78 


80 


78 


79 


70 


80 


87 


67 




Avg 


15.78 


16.2 


16.14 


16.45 


16.8 


16.16 


16.28 


16.53 


16.59 


16.3 


16.87 


15.97 




Count 


1349 


1278 


1424 


1289 


1227 


1434 


1350 


1283 


1373 


1341 


1353 


1007 




N T st Summary 




Oct,98V 




iDec.98 


Jan;99 


|Febl99? 




"Apr.99.- 




§aur^99i 


mmm 




SSej£99* 


gOct&9g 


Count 


25 


32 


29 


29 


30 


26 


30 


27 


25 


\ 23 


18 


21 

































Alert and Action Limit Excursions 





Oct,98 


Nov,98 


Dec,98 


Jan;99 


Febj99 


Mar;99> 


Apr,99 


,May,99 


,Jun,99 


uJuI v 99^ 


Augi99| 


Sep,99 




>Alert 


292 


292 


339 


322 


321 


347 


341 


302 


336 


314 


333 


232 




>Action 


95 


110 


115 


93 


96 


108 


87 


109 


122 


114 


104 


78 




OK 


I 994 


915 


1018 


905 


845 


1020 


948 


911 


961 


955 


951 


733 
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Environmental Monitoring 
System 

Report Date: 10/20/99 



Room ID 4 
Room Description 

Micro Lab 1 



Room Ref I MicroLabl 



© 



Microbiology 
Quality Control 
Laboratory 1 

Class 1000 



© 




To 
Sterility 



Test ID 


Test 
UserRef 


Test Description 


Alert 
Limit 


Action 
Limit 


Test Date 


Shift 


Reading 


Condition 


15 


F3 


Floor site in doorway - to sterility suite. 


25 


30 


09-01-1999 


1 


100 


> Action 


19 


S1 


Swab sample within sink 1 . 


40 


50 


09-01-1999 


1 


93 


> Action 


19 


S1 


Swab sample within sink 1 . 


40 


50 


09-03-1999 


1 


89 


> Action 


13 


F1 


Floor site in doorway - room entrance. 


25 


30 


09-06-1999 


3 


39 


> Action 


20 


S2 


Swab sample within sink 2. 


40 


50 


09-06-1999 


2 


54 


> Action 


21 


1 


Fallout plate within laminar flow hood. 


2 


3 


09-06-1999 


3 


5 


> Action 


14 


F2 


Floor site in front of laminar flow hood. 


25 


30 


09-07-1999 


2 


100 


> Action 


16 


F4 


Floor site in front of sinks. 


35 


45 


09-07-1999 


3 


100 


> Action 


19 


S1 


Swab sample within sink 1 . 


40 


50 


09-07-1999 


2 


300 


> Action 


23 


1 


Airborne contamination count taken in 


30 


40 


09-07-1999 


2 


300 


> Action 






center of room. 














23 


1 


Airborne contamination count taken in 


30 


40 


09-07-1999 


3 


61 


> Action 






center of room. 














17 


F5 


Floor site in center of room. 


25 


30 


09-08-1999 


1 


58 


>Acti n 


18 


E1 


Site on work surface of laminar flow 


15 


20 


09-08-1999 


3 


33 


> Action 






hood. 














23 


1 


Airborne contamination count taken in 


30 


40 


09-09-1999 


3 


300 


>Acti n 






center of room. 














16 


F4 


Floor site in front of sinks. 


35 


45 


09-10-1999 


3 


67 


>Acti n 


21 


1 


Fallout plate within laminar flow hood. 


2 


3 


09-10-1999 


1 


300 


> Action 


18 


E1 


Site on work surface of laminar flow 


15 


20 


09-13-1999 


2 


34 


>Acti n 






hood. 














19 


S1 


Swab sample within sink 1. 


40 


50 


09-13-1999 


2 


300 


> Action 


16 


F4 


Floor site in front of sinks. 


35 


45 


09-14-1999 


2 


59 


> Action 


23 


1 


Airborne contamination count taken in 


30 


40 


09-14-1999 


1 


300 


> Action 






center of room. 














13 


F1 


Floor site in doorway - room entrance. 


25 


30 


09-15-1999 


1 


53 


> Action 


13 


F1 


Floor site in doorway - room entrance. 


25 


30 


09-15-1999 


3 


56 


> Action 


15 


F3 


Floor site in doorway - to sterility suite. 


25 


30 


09-15-1999 


3 


56 


> Action 


18 


E1 


Site on work surface of laminar flow 


15 


20 


09-15-1999 


3 


26 


> Action 






hood. 














21 


1 


Fallout plate within laminar flow hood. 


2 


3 


09-15-1999 


2 


5 


> Action 


23 


1 


Airborne contamination count taken in 


30 


40 


09-15-1999 


1 


50 


> Action 






center of room. 














13 


F1 


Floor site in doorway - room entrance. 


25 


30 


09-16-1999 


1 


46 


> Action 


13 


F1 


Floor site in doorway - room entrance. 


25 


30 


09-16-1999 


3 


31 


> Action 


17 


F5 


Floor site in center of room. 


25 


30 


09-16-1999 


1 


58 


> Action 
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Page: 1 



Environmental Monitoring 



Svstem 




Report Date: 


10/20/99 


23 1 


Airborne contamination count taken in 




center of room. 


13 F1 


Floor site in doorway - room entrance. 


21 1 


Fallout plate within laminar flow hood. 


23 1 


Airborne contamination count taken in 




center of room. 


23 1 


Airborne contamination count taken in 




center of room. 


To bl 


Site on work surface of laminar flow 




hood. 


19 S1 


Swab sample within sink 1 . 


20 S2 


Swab sample within sink 2. 


21 1 


Fallout plate within laminar flow hood. 


20 S2 


Swab sample within sink 2. 




30 


40 


09-16-1999 


3 


300 


> Action 


25 


30 


09-17-1999 


2 


51 


> Action 


2 


3 


09-17-1999 


1 


4 


> Action 


30 


40 


09-17-1999 


1 


44 


> Action 


30 


40 


09-17-1999 


3 


78 


> Action 


15 


20 


09-20-1999 


1 


100 


> Action 


40 


50 


09-20-1999 


2 


300 


> Action 


40 


50 


09-20-1999 


1 


300 


> Action 


2 


3 


09-21-1999 


1 


5 


> Action 


40 


50 


09-22-1999 
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71 


> Action 
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Environmental Monitoring 
System 

Report Date: 10/20/99 



Room ID 5 Room Ref I MicroLab2 

Room Description 

Micro Lab2 



TestJD 


Test 


Test Description 




UserRef 


8 


E1 


Site on work surface of laminar hood 1 . 


8 


E1 


Site on work surface of laminar hood 1 . 


10 


RWatson 


Personnel touch plate. 


10 


TNucci 


Personnel touch plate. 


11 


S1 


Airborne contamination STA plate in 






center of room. 


11 


S1 


Airborne contamination STA plate in 






center of room. 


5 


F2 


Floor in center of room. 


9 


E2 


Site on work surface of laminar hood 2. 


10 


SBellman 


Personnel touch plate. 


11 


S1 


Airborne contamination STA plate in 






center of room. 


3 


F3 


Floor between workstations approx 2 






feet in front of work table. 


4 


F4 


Floor between hood #1 and hood #2. 






Sample approx 2 feet in front. 


5 


F2 


Floor in center of room. 


8 


E1 


Site on work surface of laminar hood 1 . 


10 


TNucci 


Personnel touch plate. 


4 


F4 


Floor between hood #1 and hood #2. 






Sample approx 2 feet in front. 


6 


F1 


Floor in doorway / room entrance 


6 


F1 


Floor in doorway / room entrance 


7 


F5 


Floor in room corner - assess general 






room cleanliness. 


10 


SBellman 


Personnel touch plate. 


3 


F3 


Floor between workstations approx 2 






feet in front of work table. 


10 


RWatson 


Personnel touch plate. 


10 


TNucci 


Personnel touch plate. 


3 


F3 


Floor between workstations approx 2 






feet in front of work table. 


10 


JSmith 


Personnel touch plate. 


5 


F2 


Floor in center of room. 


9 


E2 


Site on work surface of laminar hood 2. 


9 


E2 


Site on work surface of laminar hood 2. 
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Alert 
Limit 


Action 
Limit 


Test Date 


Shift 


Reading 


Condition 


6 


8 


09-01-1999 


2 


100 


> Action 


6 


8 


09-01-1999 


3 


15 


> Action 


4 


5 


09-01-1999 


1 


300 


> Action 


4 


5 


09-01-1999 


1 


8 


> Action 


20 


30 


09-01-1999 


1 


60 


> Action 


20 


30 


09-01-1999 


3 


300 


> Action 


15 


20 


09-02-1999 


1 


100 


> Action 


6 


8 


09-02-1999 


3 


12 


> Action 


4 


5 


09-02-1999 


1 


6 


> Action 


20 


30 


09-02-1999 


1 


300 


> Action 


50 


65 


09-03-1999 


1 


100 


> Action 


10 


15 


09-03-1999 


1 


100 


> Action 


15 


20 


09-03-1999 


1 


27 


> Action 


6 


8 


09-03-1999 


2 


100 


> Action 


4 


5 


09-03-1999 


1 


300 


> Action 


10 


15 


09-06-1999 


2 


100 


> Action 


15 


20 


09-06-1999 


3 


25 


> Action 


15 


20 


09-07-1999 


2 


24 


> Action 


20 


30 


09-07-1999 


2 


52 


> Action 


4 


5 


09-07-1999 


2 


300 


> Action 


50 


65 


09-09-1999 


2 


85 


> Action 


4 


5 


09-09-1999 


1 


6 


> Action 


4 


5 


09-09-1999 


2 


300 
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50 


65 


09-10-1999 


1 
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4 
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3 


7 


> Action 


15 


20 


09-13-1999 


2 


100 


> Action 


6 


8 


09-13-1999 


2 


16 


> Action 


6 


8 


09-13-1999 


3 


100 


> Action 
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Environmental Monitoring 
System 

Report Date: 10/20/99 




10 


TNucci 


Personnel touch plate. 


4 


5 


09-13-1999 


1 


10 


> Action 


11 


S1 


Airborne contamination STA plate in 
center of room. 


20 


30 


09-13-1999 


2 


300 


> Action 


4 


F4 


Floor between hood #1 and hood #2. 
Sample approx 2 feet in front. 


10 


15 


09-14-1999 


2 


29 


> Action 


10 


RWatson 


Personnel touch Dlate 


4 


5 


09-14-1999 


2 


8 


> Action 


10 


RWatson 


Personnel touch plate. 


4 


5 


09-14-1999 


3 


300 


> Action 


5 


F2 


Floor in center of room. 


15 


20 


09-15-1999 


3 


30 


> Action 


7 




Flnnr in rnnm pnrnpr - a^^p^^ npnpral 

room cleanliness. 


20 


30 


09-15-1999 


3 


44 


> Action 




F1 


Flnnr hpfwppn workstations annrny 0 

feet in front of work table. 


50 


65 


09-16-1999 


3 


100 


> Action 


I £- 


P1 


Partirulatp pmint takpn hptwppn laminar 

i cii 1.1 t ci ic V/Uui ii i c« rxcji i Uviwuvi i iciiiiiiicii 

flow hoods. 
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09-16-1999 


2 


669 


> Action 


ft 
O 


F1 


Sifp nn work siirfarp nf laminar hnnr! 1 

out? \Ji I wui r\ out iciisC? ui icii I ill icii i iuuu i . 


\j 


ft 

w 


09-17-1999 


3 


15 


> Action 


10 


SBellman 


Personnel touch plate. 
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09-17-1999 


3 


8 


> Action 


11 


S1 


Airborne contamination STA plate in 
center of room. 


20 
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300 


> Action 


12 


P1 


Particulate count taken between laminar 
flow hoods. 
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856 


> Action 


3 


F3 


Floor between workstations approx 2 
feet in front of work table. 


50 


65 


09-22-1999 


1 
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> Action 
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F5 


Floor in room corner - assess general 
room cleanliness. 


20 


30 


09-22-1999 


2 


55 


> Action 


10 


SBellman 


Personnel touch plate. 


4 


5 


09-22-1999 


2 


9 


> Action 
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Floor site in doorway - 
room entrance. 


Floor site in doorway 
leading to controlled 
area. 


Floor site on clean site 
of bench designating 
class transition area. 


Floor site on wash side 
of bench designating 
class transition area. 


Particulate count taken 
in center of clean area. 


Particulate count taken 
in center of wash area. 


RCS airborne 
contamination sample 
taken in center of clean 
area. 


RCS airborne 
contamination sample 
taken in center of wash 
area. 


Swab sample within 
sink 1. 


Swab sample within 
sink 2. 
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count taken in center of 
room. 


Fallout plate within 
laminar flow hood. 


Floor site in center of 
room. 
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room entrance. 


Floor site in doorway - 
to sterility suite. 


Floor site in front of 
laminar flow hood. 


Floor site in front of 
sinks. 


Particulate count taken 
in room center. 
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work surface. 


Site on work surface of 
laminar flow hood. 
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Airborne contamination 
STA plate in center of 
room. 


Floor between hood #1 
and hood #2. Sample 
approx 2 feet in front. 


Floor between 
workstations approx 2 
feet in front of work 
table. 


Floor in center of room. 


Floor in doorway / room 
entrance 


Floor in room corner - 
assess general room 
cleanliness. 


Particulate count taken 


1 
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Personnel touch plate. 


Site on work surface of 
laminar hood 1. 


Site on work surface of 
laminar hood 2. 
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Environmental Monitoring 
System 

Report Date: 10/20/99 



Test Site Charts 

From: Oct 01 1998 To: Oct 20 1999 



Room: Production Room 209 Lyophilization 

Test Site: Equipment site on the door of lyophilizer 1 . 
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Environmental Monitoring 
System 

Report Date: 10/21/99 



Test Site Charts 

From: Oct 01 1998 To: Oct 21 1999 



Room: Micro Sterility Suite 

Test Site: Particulate count taken in room center. 
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Environmental Monitoring Test Site Charts 

System From: Oct 01 1998 To: Oct 21 1999 

Report Date: 10/21/99 



Room: Micro Sterility Suite 

Test Site: Touch plate taken within laminar flow hood. 
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Environm ntal Monitoring 
Syst m 

Report Date: 10/20/99 




T st ID 3 

Test ID User Ret 



Floor between workstations approx 2 feet in front of work table. 



02 



Test Type Rodac TSA Plate 



Site Type Floor 



Room ID 


5 


Micro Lab2 A174 
















Survey # 


Test Date 


Shift Test By 


SamplelD 


Room Activity 


Read Date 


Read By 


Reading 


TNTC 


NoTest Rslt Status 


1003 


6/16/99 


1 JRadigan 


S-00490 


Normal 


1/25/99 


TJoyce 


0 


N 


N OK 


1005 


7/12/99 


1 JRadigan 


S-00790 


Normal 


2/6/99 


TJoyce 


0 


N 


N OK 


1030 


1/25/99 


3 JRadigan 


S-01890 


Normal 


2/6/99 


TJoyce 


2 


N 


N OK 



T st ID 4 Floor Between hood #1 and hood #2. Sample approx 2 feet in front. 
Test ID User Ref 04 Test Type Rodac TSA Plate Site Type Floor 

5 Micro Lab2 A174 



Room ID 



Survey # Test Date Shift Test By 

1010 6/16/99 1 JRadigan 
1029 7/12/99 3 JRadigan 



SamplelD Room Activity Read Date Read By 

S-00210 Normal 2/6/99 TJoyce 
S-01967 Normal 2/6/99 TJoyce 



Reading TNTC NoTest Rslt Status 



1 

0 



N 
N 



N 
N 



OK 
OK 



Test ID 5 

Test ID User Ref 
Room ID 



Floor in center of room. 
03 Test Type Rodac TSA Plate 

5 Micro Lab2A1 74 



Site Type Floor 



Survey* Test Date Shift Test By 
1002 7/12/99 1 JRadigan 



1038 6/16/99 



JRadigan 



SamplelD Room Activity Read Date Read By 
S-00340 Normal 1/18/99 TJoyce 



S-00940 



Normal 2/6/99 



TJoyce 



Reading 



TNTC NoTest Rslt Status 

N N OK 
N N OK 



T st ID 6 

Test ID User Ref 
Room ID < 



Floor in doorway / room entrance 

01 Test Type Rodac TSA Plate 

Micro Lab2 A174 



Site Type Floor 



Survey* Test Date Shift Test By 



SamplelD Room Activity Read Date Read By 



Reading 



TNTC NoTest Rslt Status 



1002 


1/25/99 


1 


JRadigan 


S-00339 


Normal 


1/25/99 


TJoyce 


13 


N 


N 


OK 


1003 


7/12/99 


1 


JRadigan 


S-00489 


Normal 


7/12/99 


TJoyce 


13 


N 


N 


OK 


1005 


3/22/99 


1 


JRadigan 


S-00789 


Normal 


3/22/99 


TJoyce 


3 


N 


N 


OK 


1038 


6/16/99 


1 


JRadigan 


S-00939 


Normal 


6/16/99 


TJoyce 


6 


N 


N 


OK 
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Environm ntal Monitoring 
Syst m 

Report Date: 10/20/99 




Facility: EMS Test Facility 



Test ID 8 

Test ID User Ref 
Room ID 



Site on work surface of laminar hood 1. 
05 Test Type Rodac TSA Plate 

5 Micro Lab2A174 



Site Type Critical Surface 



Survey# Test Date 

1001 6/16/99 
1038 7/12/99 



Shift Test By SamplelD Room Activity Read Date Read By 

1 JRadigan S-00015 Normal 1/11/99 TJoyce 

1 JRadigan S-00941 Normal 1/25/99 TJoyce 



Reading TNTC NoTest Rslt Status 

6 N Y OK 
5 N N OK 



T st ID 10 Personnel touch plate. 



Test ID User Ref T1 



Room ID 



5 Micro Lab2A174 



Survey # 

1001 
1010 
1002 
1003 
1004 
1005 
1038 
1029 
1030 



Test Date Shift Test By 



1/4/99 

2/19/99 

1/11/99 

1/18/99 

1/25/99 

2/1/99 

4/6/99 

2/19/99 

2/19/99 



1 
1 

1 
1 
1 
1 
1 
3 
3 



JRadigan 
JRadigan 
JRadigan 
JRadigan 
JRadigan 
JRadigan 
JRadigan 
JRadigan 
JRadigan 



Test Type Touch Plate 



Site Type Glove 



SamplelD Room Activity Read Date 
Normal 1/11/99 



S-00020 
S-00215 
S-00345 
S-00495 
S-00645 
S-00795 
S-00945 
S-01962 
S-01977 



Normal 
Normal 
Normal 
Normal 
Normal 
Normal 
Normal 
Normal 



1/18/99 
1/25/99 
2/1/99 
2/8/99 



Read By 

TJoyce 

TJoyce 
TJoyce 
TJoyce 
TJoyce 



Reading TNTC NoTest Rslt Status 



6 

16 
1 
7 
2 



N 
N 
N 
N 
N 
N 
N 
N 
N 



N 
N 
N 
Y 
N 
N 
N 
N 
N 



OK 

> Action 
OK 
OK 
OK 



T st ID 11 

T st ID User Ref 
Room ID j 



Airborne contamination STA plate in center of room. 
S1 Test Type STA Plate 

Micro Lab2 A174 



Site Type Counter 



Survey* 


Test Date 


Shift 


Test By 


SamplelD 


Room Activity 


Read Date 


Read By 


Reading 


TNTC 


NoTest Rslt Status 


1001 


1/4/99 


1 


JRadigan 


S-00021 


Normal 


1/9/99 


TJoyce 


28 


N 


N 


> Action 


1010 


2/19/99 


1 


JRadigan 


S-00216 


Normal 








N 


N 




1002 


1/11/99 


1 


JRadigan 


S-00346 


Normal 


1/16/99 


TJoyce 


25 


N 


N 


> Action 


1003 


1/18/99 


1 


JRadigan 


S-00496 


Normal 


1/23/99 


TJoyce 


29 


N 


N 


> Action 


1004 


1/25/99 


1 


JRadigan 


S-00646 


Normal 


1/30/99 


TJoyce 


12 


N 


N 


OK 


1005 


2/1/99 


1 


JRadigan 


S-00796 


Normal 


2/6/99 


TJoyce 


10 


N 


N 


OK 


1038 


4/6/99 


1 


JRadigan 


S-00946 


Normal 








N 


N 




1030 


2/19/99 


3 


JRadigan 


S-01892 


Normal 








N 


N 




1029 


2/19/99 


3 


JRadigan 


S-01969 


Normal 








N 


N 




2007 


8/5/99 


1 


JRadigan 


+S04130 


Normal 








N 


N 





CSSC Pharmaceuticals 
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Environmental Monitoring 
Syst m 

Report Date: 10/20/99 




Facility: EMS Test Facility 



T st ID 12 

Test ID User Ref 
Room ID j 



Particulate count taken between laminar flow hoods. 
P1 Test Type Non Viable Particulate 

Micro Lab2 A174 



Site Type Counter 



vey# 


Test Date 


Shift 


Test By 


SamplelD 


Room Activity 


Read Date 


Read By 


Reading 


TNTC 


NoTest Rslt Status 


1001 


1/4/99 


1 


JRadigan 


S-00022 


Normal 


1/4/99 


TJoyce 


1 


N 


N 


OK 


1010 


2/19/99 


1 


JRadigan 


S-00217 


Normal 








N 


N 




1002 


1/11/99 


1 


JRadigan 


S-00347 


Normal 


1/11/99 


TJoyce 


0 


N 


N 


OK 


1003 


1/18/99 


1 


JRadigan 


S-00497 


Normal 


1/18/99 


TJoyce 


5 


N 


N 


> Action 


1004 


1/25/99 


1 


JRadigan 


S-00647 


Normal 


1/25/99 


TJoyce 


5 


N 


N 


> Action 


1005 


2/1/99 


1 


JRadigan 


S-00797 


Normal 


2/1/99 


TJoyce 


6 


N 


N 


> Action 


1038 


4/6/99 


1 


JRadigan 


S-00947 


Normal 








N 


N 




1030 


2/19/99 


3 


JRadigan 


S-01893 


Normal 








N 


N 




1029 


2/19/99 


3 


JRadigan 


S-01970 


Normal 








N 


N 




2007 


8/5/99 


1 


JRadigan 


+S04131 


Normal 




JRadigan 


9 


N 


N 


> Action 



Test ID 



13 



Test ID User Ref 
Room ID 



Floor site in doorway - room entrance. 

F1 Test Type Rodac TSA Plate 

Micro Lab 1 



Site Type Floor 



vey# 


Test Date 


Shift 


Test By 


SamplelD 


Room Activity 


Read Date 


Read By 


Reading 


TNTC 


NoTest Rslt Status 


1001 


1/4/99 


1 


JRadigan 


S-00001 


Normal 


1/11/99 


TJoyce 


23 


N 


N 


OK 


1002 


1/11/99 


1 


JRadigan 


S-00151 


Normal 


1/18/99 


TJoyce 


5 


N 


N 


OK 


1010 


2/19/99 


1 


JRadigan 


S-00197 


Normal 








N 


N 




1003 


1/18/99 


1 


JRadigan 


S-00476 


Normal 


1/25/99 


TJoyce 


21 


N 


N 


OK 


1004 


1/25/99 


1 


JRadigan 


S-00626 


Normal 


2/1/99 


TJoyce 


2 


N 


N 


OK 


1005 


2/1/99 


1 


JRadigan 


S-00776 


Normal 


2/8/99 


TJoyce 


9 


N 


N 


OK 


1011 


2/19/99 


1 


JRadigan 


S-01786 


Normal 








N 


N 




1029 


2/19/99 


3 


Callahan 


S-01889 


Normal 








N 


N 




1038 


4/6/99 


1 


JRadigan 


S-01927 


Normal 








N 


N 




1030 


2/19/99 


3 


JRadigan 


S-01973 


Normal 








N 


N 




1061 


5/18/99 


1 


rlindsay 


+S03042 


Normal 


5/25/99 


JRadigan 


35 


N 


N 


> Action 
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Environmental Monitoring 
System 




Report Date: 1/16/2002 



R port Period- From: 01/01/2001 
Facility: EMS Test Facility 



To: 01/16/2002 



Sample ID: 




Selected Reading: 


None 




Sample ID: 


+S08524A 


Selected Reading: 


Reading 2 




R ading 1: 


10 


Reading 1 Date: 11/1/2001 


9:00:00AM Reading 1 By: 


TJoyce 


R ading 2: 


c 


Reading 2 Date: 1 1/1/2001 


9:00:00AM Reading 2 By: 


I Joyce 








Average of the Two Readings: 


8 


Sample ID: 


+S08525A 


Selected Reading: 


Average 




R ading 1: 


14 


Reading 1 Date: 12/1/2001 


6:00:00AM Reading 1 By: 


VGalliani 


k acting z. 




Keaaing z uate. iz/i/zuui 


o.UU.OOAM Reading 2 By: 


v OcMiidi II 








Average of the Two Readings: 


14 


Sample ID: 


±cnocoeA 

+S0o5zoA 


Selected Reading: 


Average 




R ading 1: 


\l 


Reading 1 Date: 12/2/2001 


7:00:00AM Reading 1 By: 


VGalliani 


r\ auing z. 


17 


Keaaing z uate. iz/z/zuui 


TtfWnnAI.il n„_ j;_ _ o Bw» 

/ .uu.uuaivi Keaaing z By. 


V udllldl ll 








Average of the Two Readings: 


14 


Sample ID: 




Selected Reading: 


None 




Sample ID: 


SB000002A 


Selected Reading: 


None 




Sample ID: 


SB000004A 


Selected Reading: 


Reading 2 




R ading 1: 


10 


Reading 1 Date: 12/5/2001 


1 :00:00PM Reading 1 By: 


TJoyce 


Reading 2: 


5 


Reading 2 Date: 12/5/2001 


1 :00:00PM Reading 2 By: 


TJoyce 








Average of the Two Readings: 


8 



Paae 1 of 1 



Environmental Monitoring 
System 



Report Date: 1/16/2002 

Sample ID Review By Review Date 

Surv y Number: 1001 



+o05313A 


JRadigan 


4/21/1999 6:29:59AM 


■ f\ t~~ r\ A A A 

+S05314A 


JRadigan 


4/25/1999 8:29:59PM 


+S05315A 


JRadigan 


4/23/1999 5:29:59PM 


+S05316A 


JRadigan 


4/22/1999 1:29:59AM 


+S05317A 


JRadigan 


4/20/1999 6:29:59AM 


+S05318A 


JRadigan 


4/15/1999 8:29:59AM 


+S05319A 


JRadigan 


4/28/1999 7:29:59AM 


+S05320A 


JRadigan 


4/27/1999 8:29:59AM 


+S05321A 


JRadigan 


4/25/1999 10:29:59AM 


+S05322A 


JRadigan 


4/27/1999 8:29:59AM 


+S05323A 


JRadigan 


4/24/1999 12:29:59AM 


+S05323B 


JRadigan 


4/26/1999 2:29:59PM 


+S05324A 


JRadigan 


4/24/1999 6:29:59PM 


+S05325A 


JRadigan 


4/15/1999 2:29:59AM 


+S05326A 


JRadigan 


4/20/1999 10:29:59AM 


+S05327A 


JRadigan 


4/19/1999 10:29:59AM 


+S05328A 


JRadigan 


4/18/1999 3:29:59AM 


+S05329A 


JRadigan 


4/19/1999 6:29:59PM 


+S05330A 


JRadigan 


4/18/1999 10:29:59PM 


+S05331A 


JRadigan 


4/19/1999 7:29:59AM 


+S05332A 


JRadigan 


4/23/1999 1:29:59PM 


+S05333A 


JRadigan 


4/24/1999 7:29:59AM 


+S05334A 


JRadigan 


4/24/1999 4:29:59PM 


+S05335A 


JRadigan 


4/23/1999 7:29:59AM 


+S05336A 


JRadigan 


4/24/1999 1:29:59PM 


+S05337A 


glevinson 


1/9/2002 1:59:12PM 


+S05338A 


JRadigan 


4/27/1999 6:29:59PM 


+S05339A 


JRadigan 


4/28/1999 1:29:59AM 


+S05340A 


JRadigan 


4/25/1999 9:29:59PM 


+S05341A 


JRadigan 


4/20/1999 4:29:59PM 


+S05342A 


JRadigan 


4/23/1999 5:29:59PM 


+S05343A 


JRadigan 


4/15/1999 2:29:59AM 


+S05344A 


JRadigan 


4/27/1999 10:29:59PM 


+S05345A 


JRadigan 


4/27/1999 7:29:59AM 


+S05346A 


JRadigan 


4/24/1999 2:29:59AM 


+S05347A 


JRadigan 


4/24/1999 4:29:59AM 


+S05348A 


JRadigan 


4/26/1999 11:29:59AM 


+S05349A 


JRadigan 


4/24/1999 9:29:59PM 


+S05350A 


JRadigan 


4/22/1999 9:29:59PM 


+S05351A 


JRadigan 


4/26/1999 3:29:59PM 


+S05351 B 


JRadigan 


4/27/1999 12:29:59PM 


+S05352A 


JRadigan 


4/24/1999 6:29:59PM 


+S05353A 


JRadigan 


4/19/1999 1:29:59AM 



Environmental Monitoring 
System 



Report Date: 1/16/2002 

Sample ID Review By Review Date 

Survey Number: 1 002 



+S05354A 


JRadigan 


4/30/1999 6:29:59PM 


+S05355A 


JRadigan 


4/29/1999 1:29:59AM 


+S05356A 


JRadigan 


5/2/1999 1:29:59PM 


+S05357A 


JRadigan 


4/28/1999 8:29:59PM 


+S05358A 


JRadigan 


4/24/1999 4:29:59PM 


+S05359A 


JRadigan 


4/21/1999 9:29:59PM 


+S05360A 


JRadigan 


4/30/1999 5:29:59AM 


+S05361A 


JRadigan 


4/28/1999 3:29:59AM 


+S05362A 


JRadigan 


4/29/1999 10:29:59AM 


+S05363A 


JRadigan 


5/3/1999 1:29:59AM 


+S05364A 


JRadigan 


4/28/1999 4:29:59AM 


+S05364B 


JRadigan 


4/29/1999 5:29:59PM 


+S05365A 


JRadigan 


5/1/1999 3:29:59AM 


+S05366A 


JRadigan 


4/23/1999 4:29:59AM 


+S05367A 


JRadigan 


4/27/1999 1:29:59AM 


+S05368A 


JRadigan 


4/24/1999 9:29:59PM 


+S05369A 


JRadigan 


4/24/1999 9:29:59PM 


+S05370A 


JRadigan 


4/22/1999 4:29:59PM 


+S05371A 


JRadigan 


4/25/1999 7:29:59PM 


+S05372A 


JRadigan 


4/27/1999 3:29:59AM 


+S05373A 


JRadigan 


5/2/1999 4:29:59PM 


+S05374A 


JRadigan 


4/29/1999 2:29:59PM 


+S05375A 


JRadigan 


4/28/1999 12:29:59PM 


+S05376A 


JRadigan 


5/3/1999 12:29:59PM 


+S05377A 


JRadigan 


4/28/1999 12:29:59PM 


+S05378A 


JRadigan 


5/1/1999 7:29:59PM 


+S05379A 


JRadigan 


5/1/1999 10:29:59PM 


+S05380A 


JRadigan 


5/3/1999 5:29:59AM 


+S05381A 


JRadigan 


5/2/1999 5:29:59AM 


+S05382A 


JRadigan 


4/26/1999 9:29:59PM 


+S05383A 


JRadigan 


4/28/1999 10:29:59AM 


+S05384A 


JRadigan 


4/26/1999 5:29:59AM 


+S05385A 


JRadigan 


5/2/1999 8:29:59PM 


+S05386A 


JRadigan 


4/28/1999 10:29:59AM 


+S05387A 


JRadigan 


4/30/1999 6:29:59AM 


+S05388A 


JRadigan 


4/29/1999 6:29:59AM 


+S05389A 


JRadigan 


5/2/1999 7:29:59PM 


+S05390A 


JRadigan 


5/4/1999 8:29:59PM 


+S05391A 


JRadigan 


5/1/1999 10:29:59AM 


+S05392A 


JRadigan 


5/4/1999 2:29:59AM 


+S05392B 


JRadigan 


4/28/1999 3:29:59PM 


+S05393A 


JRadigan 


4/27/1999 2:29:59PM 


+S05394A 


JRadigan 


4/27/1999 10:29:59PM 




Environmental Monitoring 
System 

Report Date: 1/16/2002 

Samole ID Review By Review Date 

Survey Number: 1 003 



• a r A A r a 

+S05395A 


JRadigan 


5/12/1999 o.oO.OOAM 


+S05396A 


JRadigan 


5/6/1 999 5:30:00PM 


+S05397A 


JRadigan 


5/8/1 999 5:30:00PM 


+S05398A 


JRadigan 


5/7/1999 7:30:00PM 


* A^AAA A 

+S05399A 


JRadigan 


5/4/1999 2:30:00AM 


+S05400A 


JRadigan 


4/29/1999 9:30:00AM 


+S05401A 


JRadigan 


5/5/1999 9:30:00AM 


+S05402A 


JRadigan 


5/10/1999 9:30:00PM 


. /-v /-\ r- AAA A 

+S05403A 


JRadigan 


5/7/1999 10:30:00PM 


+S05404A 


JRadigan 


5/5/1999 7:30:00AM 


+S05405A 


JRadigan 


r~ i a r\ IA f\r\r\ a r\ o r\ r\f\ a k 1 

5/10/1999 10:30:00AM 


+S05405B 


JRadigan 


5/6/1 999 12:30:00AM 


+S05406A 


JRadigan 


5/6/1999 4:30:00PM 


+S05407A 


JRadigan 


4/30/1999 4:30:00PM 


+S05408A 


JRadigan 


5/4/1999 8:30:00AM 


+S05409A 


JRadigan 


A iAA t A AAA A *\ tf\ f~\ A AAA 

4/29/1 999 1 :30:00AM 


+S05410A 


JRadigan 


5/3/1999 12:30:00AM 


+S05411A 


JRadigan 


A JA— T 1 At AAA A A A A tf\ A l"vl A 

4/27/1999 11:30:00PM 


+S05412A 


JRadigan 


4 f AA /A AAA A A A AA AAA 

4/30/1999 4:30:00AM 


+S05413A 


JRadigan 


5/3/1999 2:30:00AM 


+S05414A 


JRadigan 


5/5/1999 11:30:00PM 


+S05415A 


JRadigan 


r i A A i A AAA A A A A A A ft M 

5/12/1999 4:30:00AM 


+S05416A 


JRadigan 


r i r t A AAA A A A A A A A A 

5/5/1999 9:30:00AM 


+S05417A 


JRadigan 


5/5/1999 5:30:00AM 


+S05418A 


JRadigan 


5/11/1999 6:30:00PM 


+S05419A 


JRadigan 


5/6/1 999 9:30:00AM 


+S05420A 


JRadigan 


r~ f f~ tA AAA A A A A AHl A 

5/5/1999 2:30:00PM 


+S05421A 


JRadigan 


r~ i a ia r\r\r\ a r\ o r\ nnni j 

5/4/1999 10:30:00PM 


+S05422A 


JRadigan 


5/6/1999 11:30:00PM 


+S05423A 


JRadigan 


5/4/1999 9:30:00AM 


+S05424A 


JRadigan 


5/10/1999 1:30:00AM 


+S05425A 


JRadigan 


4/30/1999 12:30:00AM 


+S05426A 


JRadigan 


5/8/1999 2:30:00PM 


+S05427A 


JRadigan 


5/12/1999 2:30:00AM 


+S05428A 


JRadigan 


5/9/1999 3:30:00AM 


+S05429A 


JRadigan 


5/11/1999 12:30:00AM 


+S05430A 


JRadigan 


5/10/1999 4:30:00PM 


+S05431A 


JRadigan 


5/10/1999 2:30:00PM 


+S05432A 


JRadigan 


5/8/1999 2:30:00PM 


+S05433A 


JRadigan 


5/11/1999 7:30:00PM 


+S05433B 


JRadigan 


5/5/1999 1:30:00PM 


+S05434A 


JRadigan 


5/9/1999 3:30:00PM 


+S05435A 


JRadigan 


5/1/1999 10:30:00AM 
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Environm ntal Monitoring 
System 

Report Date: 4/3/2000 



Survey Contol No. 
Survey Date: 
Survey Shift: 



2076 

4/3/2000 
1 



Room ID: 
RefNo 



6 



MicroSterility 



Room Description 
Micr Sterility Suite 



Survey Worksheet 



Facility: EMS Test Facility 
Group Daily Tests 



Activity Level 


| | Static 




| | Operational 



I 



Microbiology Quality 




Control Sterility Suite 




Class 10000 












o® 


LJ 




Non Viable Particulate 



"• -r:v y-V/H-M.\ r- r •• Site Type 
Test!P:t : Test Ref • yp 



Tast nflsrriritihn 



I : Sample Date / On Test Datet7 Equipme^JD/ 
K Time Time ^ : -^-;^;f ] . 4 ; Reading; V : * : 

Sample By On Test By ', 



45 PI Counter 

Particulate count taken in room center. 



EauiD 
Read 



+S05265A 




38 F1 Floor 

Floor site in front of laminar flow hood. 



+S05259A 



39 F2 Floor 

Flo r site in doorway - room entrance. 



+S05260A 



EauiD 
Media 



40 F3 Floor 

Floor site in room corner - general cleanliness 
assessment. 



+S05261A 



EauiD 
Media 



41 E1 Critical Surface 

Sit on work surface of laminar flow hood. 



+S05262A 



EauiD 
Media 



Print # 0001 



Review By: 

CSSC Pharmaceuticals 
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Date: 



Environmental Monitoring 
Syst m 

Report Date: 4/3/2000 



Survey Worksheet 



Survey Contol No. 
Survey Date: 
Survey Shift: 



2076 

4/3/2000 
1 



Facility: EMS Test Facility 

Group 



STA Plate 



Daily Tests 

J 



Test Ref 



(Site Type 

fftst npKrrintinn 



Sample Date / 
Time 4% 
Sample By 



On ^e.st Pate / 
Time 

On test Bv 



Equipment ID/ 
^Wledia Mot 



44 1 Counter 

STA airborne contamination sample taken in room center. 



+S05264A 



EauiD 
Media 




42 TP1 Glove 

Touch plate taken within laminar flow hood. 



+S05263A 



42 TP1 Glove 

Touch plate taken within laminar flow hood. 



+S05263B 



Emp ID 
Media 



Water pH 



V Sample Date / On Test Date / 



■^'■^^■■-■-■i^ ,> Site Type >m : 
Test ID: Test Ref : . ^ , 



Time 
Sample By 



Time ; 
On Test Bv 



Equipment ID/ 
Reading 



1432 WFI-000-1 Water 

Point Of Use site at WFI Drop 



+S05266A 



EauiD 
Read 



Print # 0001 



Review By: 

CSSC Pharmaceuticals 
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Date: 



Environmental Monitoring 
System 

Report Date: 4/3/2000 



Survey Contol No. 
Survey Date: 
Survey Shift: 



2076 

4/3/2000 
1 



Room ID: 
RefNo 



MicroGowning 



Room Description 
Micro Gowning Area 



■ ■" ■-■•v:--^ ; ,v : 



purvey Worksheet 



Facility: EMS Test Facility 
Group Daily Tests 



Activity Level 


| ] Static 




| \ Operational 



Microbiology Qualit/ 
Control Gowning Are a 




Non Viable Particulate 



Test ID: Test Ref _. vk X • • v- 



I v Sample pate / 
'% Sample By 



On Test Date / 
Time 

,0n?Test Bv 



Equipment ID/ 
Reading; 



36 PI Counter 

Particulate count taken in center of wash area. 



+S05257A 



EauiD 
Read 



37 P2 Counter 

Particulate count taken in center of clean area. 



+S05258A 



Eauio 
Read 



RCS Air Sample 



•Test ID: Test Ref"' Site Type 



I Sample Date / 
ma P Time 

' [SjampleiBy r> 



On Test 

Wimefer 
On test Bv 



Date/ Equipment ID/ _ . 



34 



R1 



Counter 



RCS airborne contamination sample taken in center of 
wash area. 



+S05255A 



EauiD 
Media 



35 R2 Counter 

RCS airborne contamination sample taken in center of 
cl an area. 



+S05256A 



EauiD 
Media 



Print # 0001 



Review By: 

CSSC Pharmaceuticals 



Date: 
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Environmental Monitoring 
System 

Report Date: 4/3/2000 



Survey Worksheet 



Survey Contol No. 
Survey Date: 
Survey Shift: 



2076 

4/3/2000 
1 



Facility: EMS Test Facility 
Group Daily Tests 



Surface Swab 



TestllD: };|fest Ref 



Site Type \ 



Sample Date 7 c ; ''v.bmTest^ate^-^^^/'il'EquipmehtJp/.v 
Time ^ Time Media Lot / 

Sample By OnTestBvr 



32 S1 Work Surface 

Swab sample within sink 1. 



+S05253A 



EauiD 
Media 



33 S2 Work Surface 

Swab sample within sink 2. 



+S05254A 



EauiD 
Media 



Print # 0001 



Review By: 

CSSC Pharmaceuticals 



Date: 
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Environmental Monitoring 
System 

Report Date: 4/3/2000 

Survey Contol No. 2076 
Survey Date: 4/3/2000 
Survey Shift: 1 

Room ID: 74 

RefNo Water System 

Room Description 
Wat r System 



Facility: EMS Test Facility 
Group Daily Tests 



Activity Level 


CD static 




jP j Operational 




Water Conductivity 



Test ID: Test Ref 



Site Type v : 
Tpgf ■ nft^ririntinn 



I Sample Date / On Test Date / Equipment ipjf 
Time ^ L Time > : - „ .^Reading* _ 



Time , % % \ . Time j 
SampleBy . ; rOn Test Bv 



1443 WFI=003-02 
Water Conductivity 



Water 



+S05271A 



EauiD 
Read 



Water Endotoxin EU/ml 



■ Sample Date / \ On Test Date / 



Time 



, Reading j ■■;}>:? i": . 

Test ID: Test Ref ■ nT,^^ ' . ~ ' • ' ' - SampleBy; On Tes, Bv .,, :^r. ft:,^^;:; 



i^Time 



Equipment ID/ 



1433 D1LAL1 Water 

Water Endotoxin at Drop 1 in Production Room A 



+S05267A 



Equid 
Read 



1435 D3LAL3 Water 

Water Endotoxin test at Drop 3 in Production Prep Room 



EauiD 
Read 



+S05268A 



Print # 



0001 
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Review By: 

CSSC Pharmaceuticals 



Date: 



Environmental Monitoring 
System 

Report Date: 4/3/2000 



Survey Contol No. 
Survey Date: 
Survey Shift: 



2076 

4/3/2000 
1 



Water pH 



Test ID: Test Ref 



Site Type 

Tpj<\ Pjftgrrintinn 



1436 D1PH1 Water 

Water pH at Drop 1 in Production Room A 



SuiyeyVVorksheet ^| 



Facility: EMS Test Facility 
Group Daily Tests 



I^Sarnpie^Date^/ - : On^esVDate;/ - vE 
/-Time - - Time;; -X , Vf ..-Reading •.■ .i< 



+S05269A 



EauiD 
Read 



1438 D3PH3 Water 

Water pH at Drop 3 in Production Prep Room 



+S05270A 



EauiD 
Read 



Print # 0001 



Review By: 

CSSC Pharmaceuticals 



Date: 
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Survey # 1 1 Room 



Test Type 



Test ID 



2076 



Surface Swab 



| Survey ff "| | Room 1 1 Test Type 1 1 TestP [ 



32 



2076 



Touch Plate 



42 



S1 



TP1 



By 



Q R Q A * 
+S05253A ft* 4/3/00 



By 



+S05263A ??* e 4 /3/oo 



Survey ff | | Room | 



Test Type 



Test ID 



| Survey ff "| | Room | \ Test Type [ [^estE^ 



2076 



Surface Swab 



33 



2076 



Touch Plate 



42 



S2 



TP1 



By 



+S05254A 4/3/00 



By 



+S05263B ft* 4/3/00 



| Survey # || Room || Test Type | | TestP | | Survey ff "| | Room 1 1 Test Type || TestP 



By 



2076 7 RCS Air Sample 34 

R1 

* , qhc; r> R R A * 
+S05255A ?J* 4/3/00 



2076 



STA Plate 



44 



1 



By 



Qnc; 9^/1 a* 
+S05264A Kf e 4/3/00 



Survey ff || Room |f Test Type || TestP | | Survey #~| | Room ] | Test Type J | Testp"" 



2076 



By 



RCS Air Sample 

R2 

QH^9 A * 
+S05256A 



35 



2076 



??* 4/3/00 
Time 



By 



Nonviable Particulate 45 
P1 

Qnc; a * 
+S05265A ??* e 4/3/00 



Survey # | f Room 1 1 Test Type || TestP [ | Survey ff | [ Room | [~ Test Type |[ TestP 



2076 



Nonviable Particulate 
P1 



36 



2076 



6 Water pH 

WFI-000-1 



1432 



By 



Qf"^ O R ~7 A * 
+S05257A ?fme 4/3/00 



By 



Qnc; a * 

+S05266A ??* e 4/3/00 



Survey ff 



] | Room | Q 



Test Type 



Survey # 



] I Room | £ 



Test Type 



2076 



Non Viable Particulate 

P2 



37 



2076 74 Water E" 00 * 0 ^" Eu/ml 
D1LAL1 



1433 



By 



Qnc;9 c;q a * 
+S05258A 4/3/00 



By 



QOCQ^^ A * 
+S05267A ft* 4/3/00 



Surveyff || Room | |~ Test Type || Test P | [ Survey ft ] [ Room 1 1 Test Type || TestP 



2076 



RodacTSA Plate 

F1 



38 



2076 



74 



Water Endotoxin EU/ml . 

D3LAL3 



1435 



By 



* , qo /=; q c;o a * 
+S05259A 3* 4/3/00 



By 



* , Qnc; o^q a * 
+S05268A 4/3/00 



Survey ff | [ Room 1 1 Test Type |[ TestP | | Survey ff 1 1 Room [ f TestType | [_JgJgJ 



2076 



RodacTSA Plate 

F2 



39 



2076 



74 Water pH 

D1PH1 



1436 



By 



* ■ Qnc;9^riA * 
+S05260A ??* e 4/3/00 



By 



qm/=; 0^0 a * 
+S05269A ?Jf e 4/3/00 



| Surveyfi 



Room 



TestType 



TestP 



2076 



RodacTSA Plate 

F3 



| Survey tf 1| Room | [ TestType | | Test P 



40 



2076 



74 Water pH 

D3PH3 



1438 



By 



* , QPit;9P 1 A * 
+S05261A ™ e e 4/3/00 



By 



+S05270A ?£ e 4/3/00 



Survey # | [ Room | [~ TestType 1 1 Test P | Survey # "| | Room 1 1 TestType | | Test P 



2076 



RodacTSA Plate 

E1 



41 



By 



/=; O ^ O A * 
+S05262A ^ e 4/3/00 



2076 74 Water Conductivity 1443 

WFI=003-02 

* , Qnc; 971 a* 
+S05271A ^ 4/3/00 



By 



Environm ntal Monitoring 
System 

Ftenort Date: 4/3/2000 




RCS Air Sampl 



Control Test ID Test Description 

Scheduled Read Date: Room Description 
Ref# Test Type 



Sample ID 
Alert Limit 
Action Limit 



Read Date Time: Result: 
Read By: Ref Doc: 



2073 



Group 



Daily Tests 



2073 



34 



RCS airborne contamination sample taken in center of wash +S051 98 A 



40 
50 



3/21/00 8:54AM 

R1 Micro Gowning Area 

RCS Air Sample 



2073 35 RCS airborne contamination sample taken in center of clean +S051 99A 

area. 

3/21/00 10:30AM 30 
R2 Micro Gowning Area 40 



RCS Air Sample 



Print #.: 0001 
Reviewed By: 



CSSC Pharmaceuticals 



Date: 



C:\EMS214\reports\ReadingWorksheet.rpt 
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Environmental Monitoring 
System 




Rfinnrt Date: 



4/3/2000 



RCS Air Sample 



Control Test ID Test Description 

Scheduled Read Date: Room Description 
Ref# Test Type 



Sample ID 
Alert Limit 
Action Limit 



Read Date Time: Result: 
Read By: Ref Doc: 



2075 



Group 



Daily Tests 



2075 



34 



RCS airborne contamination sample taken in center of wash +S05236A 
area. 

4/3/00 9:30AM 40 
R1 Micro Gowning Area 50 

RCS Air Sample 



2075 



35 



RCS airborne contamination sample taken in center of clean 
area. 

4/3/00 9:45AM 

R2 Micro Gowning Area 



+S05237A 

30 
40 



RCS Air Sample 



Print #.: 0001 

Reviewed By: Date: C:\EMS21 4\reports\ReadinqWorksheet.rpt 

CSSC Pharmaceuticals 2 of 6 



Environmental Monitoring 
System 

Renort Date: 4/3/2000 




Rodac TSA Plate 



Control Test ID Test Description 

Scheduled Read Date: Room Description 
Ref# Test Type 



2073 



Group 



Daily Tests 



2073 



41 



Site on work surface of laminar flow hood. 



3/23/00 7:00AM 

E1 Micro Sterility Suite 



Sample ID 
Alert Limit 
Action Limit 



Read Date Time: Result: 
Read By: Ref Doc: 



+S05205A 

15 
18 



Rodac TSA Plate 



Print #.: 0001 

Reviewed By: Date: C:\EMS214\reports\ReadingWorksheet.rpt 
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Microbial Over Action Limits Investigation 



Control No. 2047 



Sample Date 09/02/1999 Product name P-WFI20ml-002 
Room: 6 Production Fill Line #6 

Sample Site 38 - Floor site in front of laminar flow hood. 

Result 35 Alert Level 20 Action Level 25 



Lot 12345-SD-55 



Trending information. 

List dates of any excursions for 
this site and the results 



Date 


Result 







































Dates trended: From 10/12/1998 To 10/12/1999 




' : 60 f; 



j j:4A-— ------ 

. • «-"-> . i'"' , • • ^- • * ( • ~ ~ j '" \' ** ' 1 " ™ 



:-40 

; :30 




Data 

- Trend 

- Avg 

♦ MaxAlert 

♦ MaxAction 



2S 



Dates subsequent samples and the results / / / / 

II 



Product Sterility Test Result: Pass Fail 
Endotoxin results: Pass Fail 
(if a gram negative isolate only): 



Microbial Characterization potential source of organism 

1 . VITEK Id Number: . VITEK characterization: 



2. API 20 E Lot No. Exp. Date: API 20E Id No. 

API 20 E Characterization 



3. API 20NE Lot No. Exp. Date: API 20NE Id No. 

API 20NE Characterization 



Suspected Source of organism: 



List any calibration or maintenance that has been done in the area that may have affected the site 



Comments 



Investigation Conducted by Date 

Reviewed by Date 



Microbial Monitoring Advers Trend Report 

To: 



From: Microbiology Supervisor 

The following site has developed an adverse trend and needs immediate attention. 

Sample Date 09/07/1999 
Room: 6 

Sample Site 41 - Site on work surface of laminar flow hood. 

Result 16 Alert Level 15 Action Level 18 

Trending information. Dates trended: From 10/14/1998 To 10/14/1999 




This section to be filled out by the manager or supervisor responsible for the area 



Possible cause for the trend 



Corrective action and date implemented 



Signature Title Date 



This Section to be filled out by Microbiology Supervisor or designee 
Results of samplings since the corrective action 



Is the corrective action effective based upon the results? Yes No 



Signature 



Title 



Date 



Objectionable Microbial Organism Notification Report 

To: 



From: Environm ntal Monitoring System 



During routine organism identification monitoring, the following objectionable organism was 
detected. Bacillus cereus 



Sample ID: +S07354A 



Sample Date 03/23/2000 
Survey Number: 1050 
Room: 5 - Micro Lab2 A174 

Sample Site 4 - Floor Between hood #1 and hood #2. Sample approx 2 feet in front. 
Result 44 Alert Level 10 Action Level 15 



Trending information. 



Dates trended: From 07/28/1999 To 07/28/2000 




This section to be filled out by the manager or supervisor responsible for the area 



Possible cause for the appearance of this organism 



Corrective action and date implemented 



Signature . 



Title 



Date 



This Section to be filled out by Microbiology Supervisor or designee 



Results of samplings since the corrective action . 



Is the corrective action effective based upon the results? 



Yes 



No 



Signature 



Title 



Date 



Environmental 
Monitoring System 



Out of Limits Deviation Report 



Report Date 



10/20/99 



Control Number 
Surv y Number 
Sample ID 




Close Status Yes 



Test Date 
Test ID 
Test User Ref 
Test Desc 
Test Type 
Read Date 



5/7/99 7:57:00AM Shift 2 Group Weekly Assesment 
40 Room Desc Micro Sterility Suite 

R-002-B 

Floor site in room corner - general cleanliness assessment. 
Rodac Plates TSA 

5/14/99 5:25:00AM Read By JRadigan 



Reading 33.00 



AlertLimit 



0.00 



25.00 



Action Limit 



0.00 



30.00 




Check MaintLog 
Check Cleaning Log 
Review Batch Record Data 
Verify Training Records 
Review Other OOL Cond 
Check Utilities 
Verity Calibration Docs 
Review Lab Docs 
Review Test Procedures 
Other 



Yes 
Yes 
Yes 
Yes 
Yes 
Yes 
Yes 
Yes 
Yes 
No 



Review of all logs revealed no adverse events. Training documents were reviewed and all were found to be 
current All production and lab documents were reviewed and no descrepancies were found. 



Obs Source 
1 Vitek 

Gram Stain 

Neg 



Obs 

2 



Report ID Equipment ID 

10424 1224-NF 

Microscopic Organism Type Species 

rod Bacteria Bacillus subtillus 



ID Date ID By 

5/18/99 12:00:00AI^ JRadigan 




Source 
Vitek 

Gram Stain 
Pos 



Report ID Equipment ID ID Date 

12377 1224-NF 5/18/99 12:00:00Ar> 

Microscopic Organism Type Species 

rod Bacteria Bacillus stearothermophilis 



ID By 

JRadigan 




?mmm. 



Gowniing and production procedures were reviewed with all production technicians. Cleaning procedures were also reviewed with cleaning crew. 



mm 



No single cause ciuld be determined as review of documents and procedures did not identify any deviations from normal routine. It is concluded that there the cause 
is most probably due to technician contamination. All technicians involved in production on this date were counselled and aseptic gowning and operational 
procedures were reviewed. Subsequent testing demonstrated return to normal levels. 



Close Date 9/13/99 8:41:48AM 
CSSC Pharmac uticals 



Close By jradigan 
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Environmental Monitoring 
System 



Report Date: 
Site ID 

1 

2 

3 

4 

5 

6 

7 

8 

9 
10 
11 
12 
13 
14 
15 
16 
17 
18 
19 
20 



Site Description 

Wall 
Floor 
Glove 
Garment 

Production Surface 

Work Surface 

Critical Surface 

Counter 

Door 

Water 

Pressure 

Sink 

Room Air 
HEPA Curtains 
Tools 
Ceiling 

General assessment site. 
Pass-through 
Non-Viable Particulate 
Equipment 



CSSC Pharmaceuticals 



Environmental Monitoring 
System 




Report Date: 10/20/99 



Room ID 
4 

Room Description 

Micro Lab 1 



Classification 
Not Classified 



Facility EMS Test Facility 



Room Ref 
A174 




Microbiology 
Quality Control 
Laboratory 1 
Class 10,000 

G124 





To 
Sterility 
Suite- 

o 




RODAC.ICO 



Test Ref 
13 

F1 

Test Memo 
14 

F2 

Test Memo 
15 

F3 

Test Memo 
16 

F4 

Test Memo 
17 

F5 

Test Memo 
18 

E1 

Test Memo 



Test Description 
Test Cat Site Desc 

Floor site in doorway - room entrance. 
Viable Floor 

Floor site in front of laminar flow hood. 
Viable Floor 

Floor site in doorway - to sterility suite. 
Viable Floor 

Floor site in front of sinks. 
Viable Floor 

Floor site in center of room. 
Viable Floor 

Site on work surface of laminar flow hood. 
Viable Critical Surface 



Test SOP 



One Side Min Alert Limit Max Alert Limit 
Lot Specific Min Action Limit Max Action Limit 



True 
False 

False 
False 

True 
False 

True 



True 



True 
False 



0.000 
0.000 

0.000 
0.000 

0.000 
0.000 

0.000 
0.000 

0.000 
0.000 

0.000 
0.000 



25.000 
30.000 

25.000 
30.000 

25.000 
30.000 

30.000 
35.000 

25.000 
30.000 

15.000 
20.000 




Test Description 
Test Ref Test Cat Site Desc 

22 Touch plate taken on work surface. 

ZZ1 Viable Glove 

Test Memo 



RCS.ico 



One Side Min Alert Limit Max Alert Limit 

Test SOP Lot Specific Min Action Limit Max Action Limit 

True 0.000 22.000 

False 0.000 30.000 



Test Ref 
24 

P1 

Test Memo 



Test Description 
Test Cat 



Site Desc 

Particulate count taken in room center. 
Nonviable Counter 



Particle. ico 



One Side Min Alert Limit Max Alert Limit 

Test SOP Lot Specific Min Action Limit Max Action Limit 

True 0.000 3.000 

False 0.000 7.000 



CSSC Pharmaceuticals 



1 



Environmental Monitoring 
System 



Report Date: 10/20/99 



Test ID 
Test Ref 
21 

1 

Test Memo 



Test Description 
Test Cat 



Site Desc 
Fallout plate within laminar flow hood. 
Viable Critical Surface 




Facility EMS Test Facility 



SAS.ico 



One Side Min Alert Limit Max Alert Limit 

Test SOP Lot Specific Min Action Limit Max Action Limit 

True 0.000 

False 0.000 



20.000 
25.000 




__ ______ STAJco 

TSsffiescrlptlon" 

Test Ref Test Cat Site Desc 

23 Airborne contamination count taken in center of room. 

1 Viable Counter 

Test Memo 



One Side Min Alert Limit Max Alert Limit 

Test SOP Lot Specific Min Action Limit Max Action Limit 

True 0.000 30.000 

False 0.000 40.000 




Test ID 
Test Ref 
19 

S1 

Test Memo 
20 

S2 

Test Memo 



Test Cat 



Site Desc 



Swab sample within sink 1. 



Viable 



Work Surface 



Swab sample within sink 2. 



Viable 



Work Surface 



Swab.ico 



One Side Min Alert Limit Max Alert Limit 

Test SOP Lot Specific Min Action Limit Max Action Limit 

True 0.000 40.000 

0.000 50.000 



True 
False 



0.000 
0.000 



40.000 
50.000 



CSSC Pharmaceuticals 



2 



Environmental Monitoring 
System 



Report Date: 



Room ID 
5 



10/20/99 
Room Ref 

MicroLab2 A174 



Room Description 

Micro Lab2 A174 



Classification 
Class 10,000 




Facility EMS Test Facility 




FID 
Test Ref 
3 

02 

Test Memo 
4 

04 

Test Memo 
5 

03 

Test Memo 
6 
01 

Test Memo 
7 

F5 

Test Memo 
8 

05 

Test Memo 
9 

E2 

Test Memo 



RODAC.ICO 

Test Description 

Test Cat Site Desc Test SOP 

Floor between workstations approx 2 feet in front of work table. 
Viable Floor iiii 

Floor Between hood #1 and hood #2. Sample approx 2 feet in front. 
Viable Floor 

Floor in center of room. 
Viable Floor 

Floor in doorway / room entrance 
Viable Floor 

Floor in room comer - assess general room cleanliness. 
Viable . Fbor 

Site on work surface of laminar hood 1 . 
Viable Critical Surface 

Site on work surface of laminar hood 2. 
Viable Critical Surface 



One Side Min Alert Limit Max Alert Limit 
Lot Specific Min Action Limit Max Action Limit 



True 
False 

True 
False 

False 
False 

True 
False 

True 
False 

True 
False 

False 
False 



0.000 
0.000 

0.000 
0.000 

0.000 
0.000 

0.000 
0.000 

0.000 
0.000 

0.000 
0.000 

0.000 
0.000 



4.000 
6.000 

10.000 
15.000 

13.000 
15.000 

13.000 
15.000 

20.000 
30.000 

12.000 
15.000 

12.000 
15.000 




Test Ref 
12 

P1 

Test Memo 



Particle.ico 



Test Cat Site Desc 

Particulate count taken between laminar flow hoods. 
Nonviable Counter 



One Side Min Alert Limit Max Alert Limit 

Test SOP Lot Specific Min Action Limit Max Action Limit 

True 0.000 3.000 

False 0.000 7.000 




Touch.ico 



Test Ref 



Test Cat 



Site Desc 



Test SOP 



One Side Min Alert Limit Max Alert Limit 
Lot Specific Min Action Limit Max Action Limit 



CSSC Pharmaceuticals 



3 



Environmental Monitoring 
System 

Report Date: 10/20/99 

1 0 Personnel touch plate. 

T1 Viable Glove 

Test Memo tyrtytryrtyty 




Facility EMS Test Facility 



rrr 



True 
True 



0.000 
0.000 



15.000 
20.000 



Vest lb Vest BescnptSon 



STA.iCO 



Test Ref Test Cat Site Desc 

1 1 Airborne contamination STA plate in center of room. 

S1 Viable Counter 

Test Memo 



One Side Min Alert Limit Max Alert Limit 

Test SOP Lot Specific Min Action Limit Max Action Limit 

True 0.000 20.000 

False 0.000 30.000 



CSSC Pharmaceuticals 



4 



Environmental Monitoring 
System 

Report Date: 10/20/99 




Facility EMS Test Facility 



Room ID 
6 



Room Ref 
MicroSterility 



Room Description 

Micro Sterility Suite 



Classification 
Not Classified 



Microbiology Quality 
Control Sterility Suite 

Class 10000 




Test ID 
Test Ref 
38 

F1 

Test Memo 
39 

F2 

Test Memo 
40 

F3 

Test Memo 
41 

E1 

Test Memo 



RODAC.ICO 



Test Description 
Test Cat Site Desc 

Floor site in front of laminar flow hood. 

Viable Floor 

Floor site in doorway - room entrance. 
Viable Floor 

Floor site in room comer - general cleanliness assessment 
Viable Floor 

Site on work surface of laminar flow hood. 
Viable Critical Surface 



One Side Min Alert Limit Max Alert Limit 

Test SOP Lot Specific Min Action Limit Max Action Limit 

True 0.000 20.000 

False 0.000 25.000 



True 
False 

True 
False 

True 
False 



0.000 
0.000 

0.000 
0.000 

0.000 
0.000 



25.000 
30.000 

25.000 
30.000 

15.000 
18.000 




Test Ref 
45 

P1 

Test Memo 



Test Cat Site Desc 

Particulate count taken in room center. 
Nonviable Counter 



Particle.ico 



One Side Min Alert Limit Max Alert Limit 

Test SOP Lot Specific Min Action Limit Max Action Limit 

True 0.000 2.000 

False 0.000 5.000 




Touch.ico 



Site Desc 

Touch plate taken within laminar flow hood. 
Viable Glove 



One Side Min Alert Limit Max Alert Limit 

Test SOP Lot Specific Min Action Limit Max Action Limit 

True 0.000 15.000 

False 0.000 18.000 



Test Memo 




SAS.ico 



rest Description 
Test Cat 



Site Desc 



One Side Min Alert Limit Max Alert Limit 
Test SOP Lot Specific Min Action Limit Max Action Limit 



CSSCPharmac uticals 



5 



Environmental Monitoring 
System 

Report Date: 10/20/99 
43. Fallout plate taken within laminar flow hood. 

1 Viable Critical Surface 

Test Memo 




Facility EMS T st Facility 



True 
False 



0.000 
0.000 



10.000 
15.000 



I STA.ico 

Bescriptlor^ mmm ' m m 

Test Ref Test Cat Site Desc 

44 STA airborne contamination sample taken in room center. 

1 Viable Counter 

Test Memo 



One Side Min Alert Limit Max Alert Limit 

Test SOP Lot Specific Min Action Limit Max Action Limit 

True 0.000 20.000 

False 0.000 25.000 



Test ID 
Test Ref 
1432 

WFI-000-1 
Test Memo 



Test Description 
Test Cat 



Site Desc 
Point Of Use site at WFI Drop 
Water Water 



ChemGen.ico 



One Side Min Alert Limit Max Alert Limit 

Test SOP Lot Specific Min Action Limit Max Action Limit 

False 5.500 7.200 

WFI -122222 False 6.000 7.900 



CSSC Pharmaceuticals 
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Environmental Monitoring 
System 

10/20/99 

ID Description 
Test SOP 



IncT mp Inc Hours 
Test Media 



TNTC Val Last Maint By 
Last Maint Date 



Test Cod D sc 
Icon Fil Nam 



1 Rodac TSA Plate 



33-37 
TSA 



168 100 jradigan Viable 

10/19/99 5:53:08AM RODAC. ICO 



2 Rodac Plates RB 



3 RCS Air Sample 



4 RCS Air Sample RB 



5 Non Viable Particulate 



7 Water TOC 



8 Touch Plate 



9 Settling Plate 
ddddddd 



10 Fallout Plate 



11 STA Plate 



12 Surface Swab 



14 SAS Air Sample 



15 Garment Sample 



50-55 168 300 jradigan Viable 

Rose Bengal 10/19/99 5:55:19AM RCS.ico 



33-37 
TSA 



120 300 jradigan Viable 
10/19/99 5:55:24AM RCS.ico 



50-55 120 300 jradigan Viable 

Rose Bengal 10/19/99 5:55:30AM RCS.ico 



None 
None 



0 jradigan Nonviable 
8/19/99 5:41:45AM Particle.ico 



33-37 
TSB 



120 300 jradigan Water 
8/19/99 5:41:50AM TOC.ico 



33-37 
TSA 



168 300 jradigan Viable 

8/19/99 5:41:56AM Touch.ico 



33-37 
TSA 



168 300 jradigan Viable 

8/19/99 5:42:02AM Settle.ico 



33-37 
TSA 



120 300 jradigan Viable 
8/19/99 5:42:07AM SAS.ico 



33-37 
TSA 



120 300 jradigan Viable 
8/19/99 5:42:12AM STA.ico 



33-37 
TSA 



168 300 jradigan Viable 

10/5/99 11:30:44AM Swab.ico 



33-37 C 
TSA 



168 300 jradigan Viable 
8/19/99 5:42:22AM SAS.ico 



33-37 
TSA 



120 300 jradigan Viable 

8/19/99 5:42:26AM Gown.ico 



CSSC Pharmaceuticals 



1 



Environmental Monitoring 
System 



10/20/99 



ID D scription 
Test SOP 



16 Water Endotoxin 



IncT mp 

Test Media 

36-38 

None 




Inc Hours TNTC Val Last Maint By Test Code Desc 

Last Maint Date Icon Fil Nam 

4 5 jradigan Water 

8/19/99 5:42:31AM LAL.ico 



17 Water Microbial 



33-37 
ISA 



120 300 jradigan Water 

8/19/99 5:42:34AM WATER.ICO 



18 Water pH 



None 
None 



14 jradigan . Water 

8/19/99 5:42:39AM ChemGen.ico 



19 Water Metals None 0 0 jradigan Water 

None 8/19/99 5:42:45AM WATER.ICO 





20 


Water Conductivity 


None 
None 


0 


5000 


jradigan 
8/19/99 5:42:49AM 


Water 

ChemGen.ico 




21 


Water Coliform 


None 
None 


0 


300 


jradigan 
9/16/99 8:45:19AM 


Water 

MicroGen.ico 




22 


test 


88 
jmj 


168 


30 


jradigan 
8/19/99 5:42:54AM 


Viable 
Rodac2.ico 
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Environm ntal Monitoring 
System 

Report Date: 10/20/99 



Facility: 



EMS Test Facility 



Group ID 



Micro Gowning Area 

Non Viable Particulate 



RCS Air Sample 



Surface Swab 

Micro Sterility Suite 

Non Viable Particulate 

Rodac TSA Plate 



STA Plate 



Touch Plate 



Water pH 



MicroGowning 



Test ID Test ID User Ref Test Site Description 

36 P1 Particulate count taken in center of wash area. 

37 P2 Particulate count taken in center of clean area. 

Test ID Test ID User Ref Test Site Description 

34 R1 RCS airborne contamination sample taken in center of 

wash area. 

35 R2 RCS airborne contamination sample taken in center of 

clean area. 

Test ID Test ID User Ref Test Site Description 

32 S1 Swab sample within sink 1 . 

33 S2 Swab sample within sink 2. 

MicroSterility 

Test Site Description 

Particulate count taken in room center. 

Test Site Description 

Floor site in front of laminar flow hood. 
Floor site in doorway - room entrance. 
Floor site in room corner - general cleanliness 
assessment. 

Site on work surface of laminar flow hood. 



Test ID Test ID User Ref 

45 P1 

Test ID Test ID User Ref 

38 F1 

39 F2 

40 F3 

41 E1 

Test ID Test ID User Ref 

44 1 



Test ID Test ID User Ref 

42 1 

Test ID Test ID User Ref 

1432 WFI-000-1 



Test Site Description 

STA airborne contamination sample taken in room 
center. 



Test Site Description 

Touch plate taken within laminar flow hood. 

Test Site Description 

Point Of Use site at WFI Drop 



Group ID 



Micro Gowning Area 

Non Viable Particulate 



Test ID 



Test ID User Ref 



MicroGowning 



Test Site Description 



CSSC Pharmaceuticals 



1 



Environm ntal Monitoring 
Syst m 

Report Date: 10/20/99 

Facility: EMS Test Facility 




Group ID 



Micro Gowning Area 

Non Viable Particulate 



RCS Air Sample 



MicroGowning 



Rodac TSA Plate 



Surface Swab 



Test ID 


Test ID User Ref 


Test Site Description 


36 


P1 


Particulate count taken in center of wash area. 


37 


P2 


Particulate count taken in center of clean area. 


Test ID 


Test ID User Ref 


Test Site Description 


34 


R1 


RCS airborne contamination sample taken in center of 






wash area. 


35 


R2 


RCS airborne contamination samDle taken in center of 

• IwW Mil fc/VI ■ IW Wwl • VUI III! IUUVI 1 1 1 tUllV/l 1 III wV 1 1 IVsl wl 






clean area. 


Test ID 


Test ID User Ret 


Test Site Description 


25 


F1 


Floor site in doorway - room entrance. 


26 


F2 


Floor site on wash side of bench designating class 






transition area. 


27 


F3 


Floor site on clean site of bench designating class 






transition area. 


28 


F4 


Floor site in doorway leading to controlled area. 


29 


W1 


Wall site near doorway - room entrance. 


30 


W2 


Wall «iitp on npar wall - npnpral rJpanlinp^ a^^p^smpnt 


31 


W3 


Wall site near door leading to controlled area. 


Test ID 


Test ID User Ref 


Test Site Description 


32 


S1 


Swab sample within sink 1 . 


33 


S2 


Swab sample within sink 2. 






A1 74 


Test ID 


Test ID User Ref 


Test She Description 


21 


1 


Fallout plate within laminar flow hood. 


Test ID 


Test ID User Ref 


Test Site Description 


24 


P1 


Particulate count taken in room center. 


Test ID 


Test ID User Ref 


Test Site Description 


22 


ZZ1 


Touch plate taken on work surface. 


Test ID 


Test ID User Ref 


Test Site Description 


13 


F1 


Floor site in doorway - room entrance. 


14 


F2 


Floor site in front of laminar flow hood. 


15 


F3 


Floor site in doorway - to sterility suite. 


16 


F4 


Floor site in front of sinks. 


17 


F5 


Floor site in center of room. 



Micro Lab 1 

Fallout Plate 

Non Viable Particulate 
RCS Air Sample 
Rodac TSA Plate 



CSSC Pharmaceuticals 



2 



Environmental Monitoring 
Syst m 

Report Date: 10/20/99 



Facility: 



EMS T st Facility 



Group ID 



Micro Lab 1 

Rodac TSA Plate 



Test ID 



Test ID User Ref 



A174 

Test Site Description 





18 


E1 


Site on work surface of laminar flow hood. 


STA Plate 










Test ID 


Test ID User Rel 


Test Site Description 




23 




Airborne contamination rtonnt takpn in ppnfpr of room 


Surface Swab 










Test ID 


Test ID User Ref 


Test Site Description 




19 


S1 


Swab sample within sink 1 . 




on 


CO 


owao sample witnin stnK z. 


Micro Lab2 A174 






MicroLab2 A1 74 


Non Viable Particulate 










Test ID 


Test ID User Rel 


Test Site Description 




12 


P1 


Particulate count taken between laminar flow hoods. 


Rodac TSA Plate 










Test ID 


Test ID User Ref 


Test Site Description 




o 


no 


rioor Deiween worKsiauons approx c. leei in ironi ot 








work table. 




4 


04 


Floor Between hood #1 and hood #2. Sample approx 2 








feet in front. 




5 


03 


Floor in center of room. 




O 


Ul 


Floor in doorway / room entrance 




Q 

o 


uo 


one on worrc surrace ot laminar nooo i . 




9 


E2 


?5ifp on work ^iirfanp nf laminar hoori *? 

one uii wuii\ ouitaw \J i lent miai i iuuu £- . 


STA Plate 










Test ID 


Test ID User Ref 


Test Site Description 




11 


S1 


Airborne contamination STA plate in center of room. 


Touch Plate 










Test ID 


Test ID User Ref 


Test Site Description 




10 


T1 


Personnel touch plate. 


Micro Sterility Suite 






MicroSterility 


Non Viable Particulate 










Test ID 


Test ID User Ref 


Test Site Description 




45 


P1 


Particulate count taken in room center. 


Rodac TSA Plate 










Test ID 


Test ID User Ref 


Test Site Description 




38 


F1 


Floor site in front of laminar flow hood. 




39 


F2 


Floor site in doorway - room entrance. 




40 


F3 


Floor site in room comer - general cleanliness 



assessment. 



CSSC Pharmaceuticals 
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Environm ntal Monitoring 
System 

Report Date: 10/20/99 



Facility: 



EMS Test Facility 



Micro Sterility Suite 

Rodac TSA Plate 



Micro-Sterility 





Test ID 


Test ID User Ref 


Test Site Description 




41 


E1 


Site on work surface of laminar flow hood. 


STA Plate 










Test ID 


Test ID User Ref 


Test Site Description 




44 


1 
i 


STA airhnrnp nnntarni natinn Qamnlp takpn in rnnm 
o i r \ an usji i io \aji i lai i in lauui i oai i ipic icirvoi i n i i uui 1 1 








wCI 1 ICI . 


Touch Plate 










Test ID 


Test ID User Re! 


Test Site Description 




42 


1 


Touch plate taken within laminar flow hood. 


Production Room 100 Hallway 




Prod 100 


Non Viable Particulate 










Test ID 


Test ID User Ref 


Test Site Description 




102 


P1 


r di UUUIalc OOUlU III Gcillcr UT lOOfTI. 


RCS Air Sample 










Test ID 


Test ID User Ref 


Test Site Description 




101 


R1 


RCS airborne contamination sample in center of room. 


Rodac TSA Plate 










Test ID 


Test ID User Ref 


Test Site Description 




93 


F1 


Floor site near doorway to room 101. 




94 


F2 


Floor site near doorway to room 103. 




95 


F3 


Floor site near doorway to room 102. 




96 


F4 


Floor site near doorway to room 104. 




97 


W1 


Wall ^itp npar rinnrwav to rnnm 101 

v v ci ■■ ui ic i i t>CJ i uvvi way wj \ vvl ■ • i u i . 




98 


W2 


Wall ^itp npar rinnrwav tn rnnm m*} 

wan one i iccii way i\j \ uui 1 1 i \j vj. 




99 


W3 


Wall site near doorway to room 102. 




100 


W4 


Wall site near doorway to room 104. 


Production Room 101 Gowning Area 


Prod101 


Non Viable Particulate 










Test ID 


Test ID User Ref 


Test Site Description 




91 


P1 


Particulate count in center of wash area. 




92 


P2 


Particulate count in center of clean area. 


RCS Air Sample 










Test ID 


Test ID User Ref 


Test Site Description 




89 


R1 


RCS airborne contamination sample in center of wash 








area. 




90 


R2 


RCS airborne contamination sample in center of clean 








area. 


Rodac TSA Plate 










Test ID 


Test ID User Ref 


Test Site Description 



CSSC Pharmaceuticals 



4 



Environm ntal Monitoring 
System 

Report Date: 10/20/99 



Facility: 



EMS Test Facility 



Group ID 



Production Room 101 Gowning Area 

Rodac TSA Plate 



Prod101 





Test ID 


Test ID User Ref 


Test Site Description 




80 


F1 


Floor site in doorway - room entrance. 




81 


F2 


Floor site in wash area near bench designating class 








transition area. 




82 


F3 


Floor site on clean side near bench designating class 








transition area. 




83 


F4 


Floor site near door leading to controlled area. 




84 


W1 


Wall site near doorway - room entrance. 




85 


W2 


Wall site near sink in wash area. 




86 


W3 


vvdii sue near uoor leading 10 comroiieQ area. 




87 


E1 


Rodac samDle on bench desianatina class transition 








area. 


Surface Swab 










Test ID 


Test ID User Ref 


Test Site Description 




88 


S1 


Swab sample within sink. 


Production Room 102 Bottle Storage 


DrnHinO 
rTOQ \ \J£. 


Non Viable Particulate 










Test ID 


Test ID User Ref 


Test Site Description 




79 


P1 


Particulate count in center of room. 


RCS Air Sample 










Test ID 


Test ID User Ref 


Test Site Description 




78 


R1 


RCS airborne contamination sample in center of room. 


Rodac TSA Plate 










Test ID 


Test ID User Ref 


i tfoi oiiu wuacripiiun 




73 


F1 


Floor site in doorway - room entrance. 




74 


F2 


Floor site in center of room. 




75 


F3 


Floor site in corner of room. 




76 


W2 


Wall site near doorway - room entrance. 




77 


W2 


Wall site on near wall above stored bottles. 


Production Room 103 Bottling 




Prod103 


Non Viable Particulate 










Test ID 


Test ID User Ref 


Test Site Description 




71 


P1 


Particulate count within laminar flow curtains. 




72 


P2 


Particulate count in center of room. 


RCS Air Sample 










Test ID 


Test ID User Ref 


Test Site Description 




68 


R1 


RCS airborne contamination sample within laminar flow 








curtains. 




69 


R2 


RCS airborne contamination sample in center of room. 




70 


R3 


RCS airborne contamination sample in room corner 








near air return grate 



CSSC Pharmaceuticals 



Environm ntal Monitoring 
Syst m 

Report Date: 10/20/99 



Facility: 



EMS Test Facility 



Group ID 



Production Room 103 Bottling 

Rodac TSA Plate 



Prod 103 





Test ID 


Test ID User Ref 


Test Site Description 




59 


F1 


Floor site in doorway - room entrance. 




60 


F2 


Floor site within laminar flow curtains near bottling 








equipment. 




61 


F3 


Floor site in center of room. 




62 


F4 


Floor site near work surface. 




63 


E1 


Rodac sample on bottling equipment within laminar flow 








curtains. 




64 


E3 


Rodac sample on door handle. 




65 


W1 


Wall site on far wall near air return grate. 




66 


W2 


Wall site near laminar flow curtains. 




67 


W3 


Wall site above countertop. 


Production Room 104 Capping 




Prod 104 


Non Viable Particulate 










Test ID 


Test ID User Ref 


Test Site Description 




57 


P1 


Particulate count within laminar flow curtains. 




58 


P2 


Particulate count in center of room. 


Rodac TSA Plate 










Test ID 


Test ID User Ret 


Test Site Description 




47 


F1 


Flnnr Qitp \A/ithin laminar flo\A/ nirrAinc: near pannpr 
• iuui one? win mi idi i in idi nuw i/Uiianio i icai i^cijjpd . 




48 


F2 


Floor site in doorway - room entrance. 




49 


F3 


Floor site between workstations near countertop. 




50 


F4 


Floor site in room corner - general cleanliness 








assessmeni. 




51 


E1 


Rodac site on capping equipment within laminar flow 








curtains. 




52 


E2 


Rodac site on capping equipment within laminar flow 








curtains. 




53 


E3 


Rodac site on production surface. 




54 


W1 


Wall site on window near laminar flow curtains. 


STA Plate 










Test ID 


Test ID User Ret 


Test Site Description 




55 


S1 


STA airborne contamination sample near capping 








equipment. 




56 


S2 


STA airborne contamination sample in center of room. 


Production Room 205 Raw Material Storage 


Prod205 


Non Viable Particulate 










Test ID 


Test ID User Ref 


Test Site Description 




121 


P1 


Particulate count in center of room. 


RCS Air Sample 










Test ID 


Test ID User Ref 


Test Site Description 




120 


R1 


RCS airborne contamination sample in center of room. 



CSSC Pharmaceuticals 
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Environmental Monitoring 
System 

Report Date: 10/20/99 



Facility: EMS T st Facility 




Group ID 2 



Production Room 205 Raw Material Storage Prod205 



Rodac TSA Plate 





Test ID 


Test ID User Ref 


Test Site Description 




115 


F1 


Floor site near doorway - room entrance. 




116 


F2 


Floor site in center of room. 




117 


F3 


Floor site near desk in corner of room. 




118 


W1 


Wall site near doorway - room entrance. 




119 


W2 


Wall site near stored raw materials. 


Production Room 206 Personnel Prep Area 


Prod206 


Non Viable Particulate 










Test ID 


Test ID User Ref 


Test Site Description 




114 


P1 


Particulate count in center of room. 


RCS Air Sample 










Test ID 


Test ID User Ref 


Test Site Description 




113 


R1 


i\iyo air Dor ne contamination sample in center 01 room. 


Rodac TSA Plate 










Test ID 


Test ID User Ref 






103 


F1 


Floor site near doorway - room entrance. 




104 


F2 


Floor site near sinks 1 and 2. 




105 


F3 


Floor site near sinks 2 and 3. 




106 


F4 


Floor site near lockers and bench. 




107 


W1 


Wall site near doorway - room entrance. 




108 


W2 


Wall site near sink 3. 




109 


W3 


Wall site near lockers. 


Surface Swab 










Test ID 


Test ID User Ref 


Test Site Description 




110 


S1 


Swab sample within sink 1 . 




111 


S2 


Swab sample within sink 2. 




112 


S3 


Swab sample within sink 3. 


Production Room 207 Tablet Milling 


Prod207 


Non Viable Particulate 










Test ID 


Test ID User Ref 


Test Site Description 




140 


P1 


Particulate count within laminar flow curtains. 




141 


P2 


Particulate count in center of room. 


Rodac TSA Plate 










Test ID 


Test ID User Ref 


Test Site Description 




132 


F1 


Floor site within laminar flow curtains near tablet miller. 




133 


F2 


Floor site near doorway - room entrance. 




134 


F3 


Floor site near work surface. 




135 


F4 


Floor site in center of room. 




136 


W1 


Wall site near doorway - room entrance. 



CSSC Pharmaceuticals 



7 



Environmental Monitoring 
Syst m 

Report Date: 10/20/99 



Facility: 



EMS Test Facility 



Group ID 



Production Room 207 Tablet Milling 

STA Plate 



Prod207 





Test ID 


Test ID User Ret 


i coi out; ucdui ipuun 




138 


S1 


STA airborne contamination sample within laminar flow 








curtains. 




139 


S2 


STA airborne contamination sample in center of room. 


Surface Swab 










Test ID 


Test ID User Ref 


Test Site Description 




137 


S1 


Swab sample on tablet milling equipment. 


Production Room 208 Packaging 


Prod208 


Non Viable Particulate 










Test ID 


Test ID User Ref 


Test Site Description 




131 


P1 


Part ir*i iloto rnnnt In r*ontor rvf mom 


Rodac TSA Plate 










Test ID 


Test ID User Ref 


Test Site Description 




122 


F1 


Floor site near boxing equipment. 




123 


F2 


Floor site near doorway - room entrance. 




124 


F3 


Floor site in center of room. 




125 


F4 


Floor site near sink. 




126 


W1 


Wall site near doorway - room entrance. 




127 


W2 


Wall site near boxing equipment. 




128 


E1 


Rodac site on boxing equipment. 


STA Plate 










Test ID 


Test ID User Ref 


i esx one uescnpnon 




130 


S1 


STA airborne contamination sample in center of room. 


Surface Swab 










Test ID 


Test ID User Ref 


Test Site Description 




129 


S1 


Swab sample within sink. 


Production Room 209 Lyophilization 


Prod209 


Non Viable Particulate 










Test ID 


Test ID User Ref 


Test Site Description 




153 


P1 


Particulate count within laminar flow curtains. 




154 


P2 


Particulate count in center of room. 


Rodac TSA Plate 










Test ID 


Test ID User Ref 


Test Site Description 




142 


F1 


Floor site within laminar flow curtains between 








lyophilizers 1 and 2. 




143 


F2 


Floor site within laminar flow curtains between 








lyophilizers 2 and 3. 




144 


F3 


Floor site in center of room. 




145 


F4 


Floor site near work surface. 




146 


W1 


Wall site near doorway - room entrance. 



CSSC Pharmaceuticals 



8 



Environm ntal Monitoring 
Syst m 

Report Date: 10/20/99 



Facility: 



EMS Test Facility 



Group ID 



Production Room 209 Lyophilization 

Rodac TSA Plate 



STA Plate 



Test ID 

147 
148 
149 
150 



Test ID 
151 



Test ID User Ref 

W2 
E1 
E2 
E3 

Test ID User Ref 
S1 



152 S2 



Prod209 



Test Site Description 

Wall site above work surface. 
Equipment site on the door of lyophilizer 1 . 
Equipment site on the door of lyophilizer 2. 
Equipment site on the door of lyophilizer 3. 

Test Site Description 

StA airborne contamination sample within laminar flow 
curtains. 

STA airborne contamination sample in center of room. 



CSSC Pharmaceuticals 
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Environmental Monitoring 
System 

Report Date: 10/20/1999 



Group Desc. 
Survey Contol No. 
Survey Date: 
Survey Shift: 



Weekly Tests 



7 Backups 



Facility: EMS T st Facility 



Product: 
Lot #: 



Room ID: 

Room Description 
Micro Lab 1 



Activity Level 



RefNo A174 




Microbiology 
Quality Control 
Laboratory 1 
Class 10,000 

G124 



Normal 
Static 



i 




To 
Sterility 
Suite 



©I 



RodacTSAPIati? 



F1 
F2 
F3 
F4 
F5 
E1 




14 Floor site in front of laminar flow hood. 

15 Floor site in doorway - to sterility suite. 

16 Floor site in front of sinks. 

17 Floor site in center of room. 

1 8 Site on work surface of laminar flow hood. 




' RCS Air Sample ; ; v ; 



ZZ1 



22 Touch plate taken on work surface. 




24 Particulate count taken in room center. 




21 Fallout plate within laminar flow hood 




23 Airborne contamination count taken in 
center of room. 



Reviewed By: 

CSSC Pharmaceuticals 



Date: 
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Environmental Monitoring 
System 

Report Date: 10/20/1999 



Group Desc. 
Survey Contol No. 
Survey Date: 
Survey Shift: 



Weekly Tests 



mm 



Facility: EMS T st Facility 



Product: 
Lot #: 



Room ID: 

Room Description 
Micro Lab 1 



Activity Level 



RefNo A174 



S1 

S2 



Normal 
Static 



i 



Microbiology 
Quality Control 
Laboratory 1 
Class 10,000 

G124 





To 
Sterility 
Suite - 




19 Swab sample within sink 1 . 

20 Swab sample within sink 2. 
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CSSC Pharmaceuticals 



Date: 
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Environmental Monitoring 
System 

Report Date: 10/20/1999 

Group Desc. We kly Tests 

Survey Contol No. 

Survey Date: 

Survey Shift: 




Facility: EMS T st Facility 



Product: 
Lot #: 



Room ID: 

Room Description 
Micro Lab2 A174 



5 RefNo MicroLab2 A174 



- . - 



Activity Level 



Normal 
Static 



• v .ut 



A174 




1 



© 



Microbiology 
Quality Control 
Laboratory 2 

Class 1000 



II 



its 




02 


3 


Floor between workstations approx 2 feet 






in front of work table. 


04 


4 


Floor Between hood #1 and hood #2. 






Sample approx 2 feet in front. 


03 


5 


Floor in center of room. 


01 


6 


Floor in doorway / room entrance 


05 


8 


Site on work surface of laminar hood 1 . 


E2 


9 


Site on work surface of laminar hood 2. 



Non Viable Particulate 



Test ID 




pi 



12 Particulate count taken between laminar 
flow hoods. 




10 Personnel touch plate. 

1 




1 1 Airborne contamination STA plate in 
center of room. 



Reviewed By: 

CSSC Pharmaceuticals 



Date: 
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Environmental Monitoring 
System 

Report Date: 10/20/1999 

Group Desc. Weekly Tests 

Survey Contol No. 

Survey Date: 

Survey Shift: 




Facility: EMS Test Facility 



Product: 
Lot #: 



Room ID: 



6 RefNo MicroSterility 



Room Description 
Micro Sterility Suite 



Activity Level 



Normal 
Static 



Microbiology Quality 




Control Sterility Suite 




Class 10000 










h 


©0 





F1 
F2 
F3 
El 



38 Floor site in front of laminar flow hood. 

39 Floor site in doorway - room entrance. 

40 Floor site in room corner - general 
cleanliness assessment. 

41 Site on work surface of laminar flow hood. 



pi 



45 Particulate count taken in room center. 




42 Touch plate taken within laminar flow 
hood. 




44 STA airborne contamination sample taken 
in room center. 
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Environmental Monitoring 
System 

Report Date Wednesday, January 1 6, 2002 
Bacteria 

Genus Desc 
Bacteria 



Genus/Species ID 


Organism Type Genus/Species Name 


Objectionab 


2 


1 Bacillus stearothermophilis 


N 


3 


1 Bacillus circulans 


N 


4 


1 Bacillus cereus 


N 


5 


1 Bacillus coagulans 


Y 


6 


1 Clostridium acetobutyl 


N 


7 


1 Pseudomonas aeruginosa 


N 


8 


1 Pseudomonas fluorescens 


N 


9 


1 Staphylococcus aureus 


N 


10 


1 Salmonella arizonea 


N 


18 


1 Bacillus subtillus 


Y 


45 


1 New Org ID 


Y 


47 


1 Test Organisrr 


N 



Total Bacteria 



12 



Fungi 

Genus Desc Genus/Species ID 

Fungi 13 
Total Fungi 



Organism Type Genus/Species Name 
4 Fungi NOD 



Objectionable 
N 



Mold 

Genus Desc Genus/Species ID 

Mold 12 
Total Mold 



Organism Type Genus/Species Name 
3 Mold NOD 



Objectionable 
N 



Other 

Genus Desc Genus/Species ID 

Other 23 
Total Other 



Organism Type Genus/Species Name 
11 Other NOD 



Objectionable 
N 



Yeast 

Genus Desc Genus/Species ID 

Yeast 11 
Total Yeast 



Organism Type Genus/Species Name 
2 Yeast NOD 



Objectionable 
N 
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